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announcement of bank and bank 
holding company applications scheduled 
lor the meeting.

Dated: April 9,1991.
Jennifer J. Johnson,
Associate Secretary of the Board.
[FR Doc. 91-8742 Filed 4-10-91; 9:53 am]
BILLING CODE 6210-01-M

SECURITIES AND EXCHANGE COMMISSION 
Agency Meetings

Notice is hereby given, pursuant to the 
provisions of the Government in the 
Sunshine Act, Pub. L. 94-409, that the 
Securities and Exchange Commission 
will hold the following meetings during 
the week of April 8,1991.

A closed meeting will be held on 
Tuesday, April 9,1991, at 2:30 p.m. An 
open meeting will be held on Thursday, 
April 11,1991, at 9:30 a m., in Room

1C30. Previously announced on March 
26,1991 and April 1,'1991, see 56 FR 
12975 March 28,1991 and 56 FR 13708 
April 3,1991.

The Commissioners, Counsel to the 
Commissioners, the Secretary to the 
Commission, and recording secretaries 
will attend the closed meeting. Certain 
staff members who have an interest in 
the matters may also be présent.

The General Counsel of the 
Commission, or his designee, has 
certified that, in his opinion, one or more 
of the exemptions set forth in 5 U.S.C. 
552b(c)(4), (8), (9)(A) and (10) and 17 
CFR 200.402(a)(4), (8), (9)(i) and (10), 
permit consideration of the scheduled 
matters at a closed meeting.

Commissioner Lochner, as duty 
officer, voted to consider the items listed 
for the closed meeting in a closed 
session.

The subject matter of the closed 
meeting scheduled for Tuesday, April 9, 
1991, at 2:30 p.m., will be:

Institution of injunctive actions.
Institution of administrative proceedings of 

an enforcement nature.
Settlement of injunctive action.
Settlement of administrative proceeding of 

an enforcement nature.

At times, changes in Commission 
priorities require alterations in the 
scheduling of meeting items. For further 
information and to ascertain what, if 
any, matters have been added, deleted 
or postponed, please contact: Edward 
Pittman at (202) 272-2100.

Dated: April 8» 1991. ,
Jonathan G. Katz,
Secretary.
[FR Doc. 8753 Filed 4-10-91; 10:59 am]
BILLING CODE 8010-01-M
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Corrections

This section of the FED ER A L R EG ISTER  
contains editorial corrections of previously 
published Presidential, Rule, Proposed 
Rule, and Notice documents. These 
corrections are prepared by tire Office of 
the Federal Register. Agency prepared 
corrections are issued as signed 
documents and appear in the appropriate 
document categories elsewhere in the 
issue.

FEDERAL RESERVE SYSTEM

The Sumitomo Trust & Banking Co., 
Ltd.; Application To  Engage de novo in 
Permissible Nonbanking Activities

Correction

In notice document 91-6969 appearing 
on page 12374 in the issue of Monday, 
March 25,1991, in the first column, in

the third paragraph, in the last line, 
“March 19,” should read “April 15/’.
BILLING CODE 1505-01-0

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 520

Oral Dosage Form New Animal Drugs 
Not Subject to Certification; Morantel 
Tartrate Sustained-Release Trilaminate 
Cylinder/Sheet

Correction

In rule document 91-7731 beginning on 
page 13395 in the issue of Tuesday, April
2,1991, in the authority citation, on page

Federal Register 

Vo!. 56, No. 71 

Friday, April 12, 1991

13396, in the first column, “(21 U.S.C. 
3 6 0 r  should read ”(21 U.S.C. 360b)*\
BILLING CODE 1505-01-D

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

Noise Exposure Map Notice; Receipt 
of Noise Compatability Program and 
Request for Review; Will Rogers World 
Airport, Oklahoma City, OK

Correction
In notice document 91-8000 beginning 

on page 14144 in the issue of Friday, 
April 5,1991, in the second column, 
under EFFECTIVE DATE, in the sixth line, 
“March" should read “May”.
BILLING CODE 1505-01-D
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Department of 
Education
34 CFR Part 215

Follow Through Program; Final Rule and 
Notice
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DEPARTMENT OF EDUCATION

34 CFR Part 215

RIN 1810-AA25

Follow Through Program

a g e n c y : Department of Education. 
ACTION: Final regulations.

SUMMARY: The Secretary amends the 
regulations governing the Follow 
Through Program. These final 
regulations incorporate amendments to 
the Follow Through Act (the Act) 
enacted by the Augustus F. Hawkins 
Human Services Reauthorization Act of 
1990. The amended regulations eliminate 
self-sponsored local projects as eligible 
grantees and remove the requirement 
that a local Follow Through project be 
restricted to only one school. 
e f f e c t iv e  d a t e : These regulations take 
effect either 45 days after publication in 
the Federal Register or later if the 
Congress takes certain adjournments. If 
you want to know the effective date of 
these regulations, call or write the 
Department of Education contact 
person. A document announcing the 
effective date will be published in the 
Federal Register.
FOR FURTHER INFORMATION CONTACT:
Mr. James R. Ogura, Chief, Program 
Policy Branch, Compensatory Education 
Programs, Office of Elementary and 
Secondary Education, U.S. Department 
of Education, 400 Maryland Avenue,
SW., room 2043, Washington, DC 20202- 
6132. Telephone: (202) 401-0701. Deaf 
and hearing-impaired individuals may 
call the Federal Dual Party Relay 
Service at 1-800-877-8339 (in the 
Washington, DC area code, telephone 
708-9300) between 8 a.m. and 7 p.m.. 
Eastern time.
SUPPLEMENTARY INFORMATION: On 
November 3,1990, the President signed 
into law the Augustus F. Hawkins 
Human Services Reauthorization Act of 
1990, Public Law 101-501, which 
included amendments to the Follow 
Through A ct The final regulations in 
this document make the following 
technical amendments to the Follow 
Through regulations (34 CFR part 215) to 
incorporate statutory changes enacted 
by Public Law 101-501. In addition, 
other technical revisions are made to 
§§ 215.7 and 215.40.

Section 215.2 What Type o f Grants 
Does the Secretary Award?

Subsection (a) is revised to delete 
self-sponsored local projects as a  type of 
Follow Through grant the Secretary 
awards. Section 663(b) of the Act 
requires that a local project implement a

model Follow Through approach and 
that the local project have a formal 
arrangement with the sponsor of the 
model approach to receive technical 
assistance and training relative to the 
approach.

Section 215.4 What Does a Local 
Follow Through Project Do?

Subsection (a)(5) is deleted because it 
refers to a dissemination component for 
self-sponsored local projects. In 
addition, subsection (b), which required 
that a local project be conducted in only 
one school, is deleted.' Section 662(d) of 
the Act precludes this restriction.

Section 215.6 What Children May 
Participate in a Local Follow Through 
Project?

A new paragraph (d), is added to 
§ 215.6 to implement section 662(f) of the 
Act, which provides that a local 
educational agency (LEA) that carries 
out a Follow Through project in a school 
designated as a schoolwide project 
under section 1015(a) of the Elementary 
and Secondary Education Act of 1965 
may serve all children attending the 
school in kindergarten through grade 3.

Section 215.7 What Regulations 
Apply?

Section 215.7 is modified to delete part 
78 of the Education Department General 
Administrative Regulations (EDGAR), 
which no longer applies, and to include 
new parts that currently apply to the 
Follow Through Program: part 80 
(Uniform Administrative Requirements 
for Grants and Cooperative Agreements 
to State and Local Governments), part 
81 (General Education Provisions Act— 
Enforcement), part 82 (New Restrictions 
on Lobbying), part 85 (Govemmentwide 
Debarment and Suspension 
(Nonprocurement) and Govemmentwide 
Requirements for Drug-Free Workplace 
(Grants)), and part 86 (Drug-Free 
Schools and Campuses). Part 78 is being 
deleted because it contains rules for the 
conduct of proceedings before the 
Education Appeal Board, which are only 
applicable to final audit determinations 
received by grantees before October 25, 
1988. Requlations to govern the 
enforcement of legal requirements since 
October 25 are in part 81 of EDGAR.

Section 215.10 How Does an Applicant 
Apply to Operate a Local Follow  
Through Project?

Section 215.10 is modified to eliminate 
references to self-sponsored local 
project applicants and to implement the 
application requirements in section 663 
(b) of the Act.

Section 215.20 How Does the Secretary  
Evaluate an Application fo r a Follow 
Through Grant?

Section 215.20 is modified to eliminate 
references to self-sponsored local 
projects.

Section 215.21 What Selection Criteria 
Does the Secretary Use For Self- 
Sponsored Local Follow Through 
Project Applications?

The entire section is deleted because 
it includes criteria used to select self- 
sponsored local projects.

Section 215i24 What Other Factors 
Does the Secretary Consider in 
Awarding a Follow Through Grant?

This section has been revised to 
delete references to self-sponsored local 
project applicants.

Section 215.31 What Program 
Requirem ents Must a Sponsor M eet?

A new paragraph (c) is added to 
1 215.31 to implement section 664A(b) of 
the Act, which limits the period of time 
to sponsor may provide technical 
assistance with respect to a particular 
model Follow Through approach for a 
local project.

Section 215.32 What Fiscal 
Requirements Must a Local Project 
Grantee M eet?

Section 215.32(b) has been modified to 
implement section 667(c)(4) of the Act, 
which provides that a local project 
grantee may use Follow Through funds 
to pay 100 percent of the approved costs 
of a project operated in a school 
designated as a school-wide project 
under section 1015(a) of the Elementary 
and Secondary Education Act of 1965.

Section 215.34 What Evaluation 
Requirements Apply to a Grantee?

New paragraphs (3) and (4) are added 
to § 215.34(a) to implement the 
evaluation requirements in section 
666(a) of the Act, which require that (1) 
evaluations measure the impact of 
projects on participating parents, entire 
schools, and school districts, and (2) 
local grantees that receive a grant for 
use in a school designated as a chapter 1 
school wide pro jet compare results to 
determine whether the comprehensive 
services provided by the Follow 
Through project had a positive effect on 
those children’s educational progress 
and development
Section 215.40 What Procedures Does 
the Secretary Use Before Terminating a 
Grant?

Subpart E, which only contains 
1 215.40, is deleted, because § 215.7 now
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references the regulations that apply to 
any termination proceeding.

Waiver of Proposed Rulemaking

In accordance with section 
431(b)(2)(A) of the General Education 
Provisions Act (20 U.S.C. 1232(b)(2)(A)) 
and the Administrative Procedure Act (5 
U.S.C. 553), it is the practice of the 
Secretary to offer interested parties the 
opportunity to comment on proposed 
regulations. Because these regulations 
merely incorporate statutory changes 
and make other technical revisions, 
however, public comment could have no 
effect Therefore, the Secretary has 
determined that publication of a 
proposed rule is unnecessary and 
contrary to the public interest under 5 
U.S.G553{bXB}.
Executive Order 12291

These regulations have been reviewed 
in accordance with Executive Order 
12291. They are not classified as major 
because they do not meet the criteria for 
major regulations established in the 
order.

Regulatory Flexibility Act Certification

The Secretary certifies that these final 
regulations will not have significant 
economic impact on a substantial 
number of small entities. The small 
entities that would be affected by these 
regulations are small LEAs receiving 
Federal funds under this program. 
However, the regulations would not 
have a  significant economic impact on 
the small LEAs affected because the 
regulations merely incorporate statutory 
changes and other technical revisions 
and would not impose excessive 
burdens or require unnecessary Federal 
supervision.

Paperwork Reduction Act of 1980

These regulations have been 
examined under the Paperwork 
Reduction Act of 1980 and have been 
found to contain no information 
collection requirements.

Intergovernmental Review

This program is subject to the 
requirements of Executive Order 12372 
and the regulations in 34 CFR part 79l 
The objective of the Executive Order is 
to foster intergovernmental partnership 
and a strengthened federalism by 
relaying on processes developed by 
State and local governments for 
coordination and review of proposed 
Federal financial assistance.

In accordance with the order, this 
document is intended to provide early 
notification of the Department’s specific 
plans and actions for this program.

Assessment of Educational Impact
The Department has determined that 

the regulations in this document do not 
require transmission of information that 
is being gathered by or is available from 
any other agency or authority or the 
United States.

List of Subjects in 34 GFR Part 215
Education, Education of 

disadvantaged, Education—research, 
Elementary and secondary education. 
Grant programs—education, Private 
schools, Reporting and recordkeeping 
requirements.
(Catalog of Federal Domestic Assistance No. 
84.014, Follow Through Program)

Dated: April 4 ,1991.
Lamar Alexander,
Secretary of Education.

The Secretary amends title 34, part 
215, of the Code of Federal Regulations 
as follows:

PART 215—»FOLLOW THROUGH 
PROGRAM

1. The authority for part 215 is revised 
to read as follows:

Authority: 42TJ.S.C. 9861-9869.

§215.1 [Amended]
2: The authority for § 215.1 is revised 

to read as follows:
(Authority: 42 U.S.C. 9861,9863,9868a, 9863b)

3. Section 215.2 is revised to read as 
follows:

§ 215.2 What type of grants does the 
Secretary award?

The Secretary awards three types of 
Follow Through grants:

(a) Local project grants.
(b) Sponsor grants.
(c) Research grants.

(Authority: 42 U.S.C. 9861,9863,9883a)
4. Section 215.3 is amended by adding 

a new paragraph (c) and revising the 
authority to read as follows:

§ 215.3 Who hi eligible for an award?
* * *

(c) Research grants. The Secretary 
may award Follow Through research 
grants to public and nonprofit agencies, 
institutions, or organizations.
(Authority: 42 U.S.C. 9881,9863,9863a, 9863b) 

§ 215.4 [Amended]

5. Section 215.4 is amended by 
removing paragraphs (a)(5) and (b), 
redesignating paragraphs (a)(1), (a)(2)»
(a)(3), and (a)(4) as (a), (b), (c) and (d), 
respectively, and redesignating (a)(1) 
and (ii) as (a) (1) and (2), respectively, 
and redesignating (a)(2) fp), (a)(2)(i) (A) 
through (J), and {a)(2}(ii) as (b)(1), (b)(1)

(i) through (x), and (b)(2), respectively, 
removing the designation for paragraph
(a) and revising the authority to read as 
follows:
(Authority: 42 U.S.C. 9881,9862)

§215.5 [Amended]
6. Die authority for f  215.5 is revised 

to read as follows:
(Authority: 42 U.S.C. 9863,9863a)

7. Section 215.6 is amended by adding 
a new paragraph (d) and revising the 
authority to read as follows:

§ 215j6 What children may participate In a 
locai Follow Through project?
*  *  at - *  *

(d) Notwithstanding paragraph (b) of 
this section, an LEA that carries out a 
Follow Through project in a school 
designated as a schoolwide project 
under section 1015(a) of the Elementary 
and Secondary Education Act of 1965 
may serve all children attending the 
school in kindergarten through grade 3.
(Authority: 42 U.S.C. 9861 (a), (c), [fQ

8. Section 215.7 is amended by 
revising paragraph (a) and the authority 
to read as follows:

§ 215.7 What regulations apply?
*  it  *  *  *

(a) Die Education Department 
General Administrative Regulations 
(EDGAR) in 34 CFR Part 74 
(Administration of Grants to Institutions 
of Higher Education, Hospitals and 
Nonprofit Organizations): Part 75 (Direct 
Grant Programs); Part 77 (Definitions 
that Apply To Department Regulations); 
part 79 (Intergovernmental Review of 
Department of Education Programs and 
Activities); Part 80 (Uniform 
Administrative Requirements for Grants 
and Cooperative Agreements to State 
and Local Governments); Part 81 
(General Education Provisions Act—  
Enforcement); Part 82 (New Restrictions 
on Lobbying); Part 85 (Governmentwide 
Debarment and Suspension 
(Nonprocurement) and Govemmentwide 
Requirements for Drug-Free Workplace 
(Grants)); and Part 86 (Drug-Free 
Schools and Campuses).
* * * * *
(Authority: 42 GjSjC. 9861-9869)

9. The authority for § 215,8 is revised 
to read as follows:
(Authority: 42 ILS.C. 9861-9669)

10. Section 215.10 is revised to read as 
follows:

§ 21510 How does an applicant apply to 
operate a local Follow Through project?

(a) A local project applicant shall 
submit a joint application with a
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sponsor whose approach the applicant 
will implement.

(b) No more than five local project 
applicants may apply with any sponsor.

(c) An applicant for a local project 
must—

(1) Provide that the program for which 
assistance is requested will be 
administered by or under the 
supervision of the applicant;

(2) Contain an assurance that the 
applicant will prepare and submit to the 
Secretary regular evaluations of and 
reports concerning the program;

(3) Estimate the number of children 
who are eligible for Follow Through 
services in the geographical area served 
by the program and the appropriate 
number to be served by the program;

(4) Describe which model Follow 
Through approach the applicant intends 
to use and the manner in which the 
applicant will implement the approach;

(5) Provide evidence that the applicant 
has made a formal arrangement to 
receive technical assistance and training 
relative to the approach from an 
appropriate agency, institution, or 
organization that receives funds under 
section 664A of the Follow Through Act;

(6) Provide an assurance that the 
instructional program, including 
textbooks and other material provided 
by the applicant, is appropriate to the 
ages and development needs of the 
children to be served by the program 
and to the model Follow Through 
approach selected;

(7) Specify the manner in which the 
applicant will provide comprehensive 
services, including through agreements 
with public or private entities to 
provide, make referrals to, or coordinate 
the provision of the services to children 
and their families through the program 
established under the Head Start 
Transition Project Act, or another 
comprehensive program;

(8) Provide for direct participation of 
parents, as provided in section 662(c) of 
the Follow Through Act, and include a 
certification that the application has 
been approved by a committee that 
represents parents of children who 
participate, and parents of children who 
are likely to participate, in the program;

(9) Describe how the applicant 
proposes to coordinate Follow Through 
services with services under chapter 1 of 
Title I of the Elementary and Secondary 
Education Act of 1965, the Bilingual 
Education Act, and the Individuals with 
Disabilities Education Act (formerly 
Education of the Handicapped Act);

(10) Demonstrate that the—
(i) Applicant has entered into a formal 

arrangement with local Head Start 
programs and other preschool programs 
for the cooperation and activities that

are necessary to ensure an effective 
transition of eligible children entering 
the Follow Through program carried out 
by the applicant; and

(ii) Follow Through activities to be 
provided by the applicant have been 
specifically designed to coordinate with, 
and build on, those activities provided 
to participants in local Head Start or 
other similar preschool programs;

(11) Describe the expected or, if 
possible, actual impact of the program 
on the applicant’s regular school 
program; and

(12) Contain—
(i) A certification that the applicant 

submitted the application to the State 
educational agency for a reasonable 
period for comment before submitting 
the application to the Secretary; and

(ii) Any comments received from the 
State educational agency during the 
period.
(Authority: 42 U.S.C. 9861(a), (c), 9862)

§215.11 [Amended]

11. The authority for § 215.11 is 
revised to read as follows:
(Authority: 42 U.S.C. 9861(c), 9862, 9863, 
9863a)

§ 215.20 [Amended]

12. Section 215.20 is amended by 
removing paragraph (bj, redesignating 
paragraph (c) as paragraph (bj, 
removing the word “sponsored” in 
redesignated paragraph (b)(1), and 
revising the authority to read as follows:
(Authority: 42 U.S.C. 9861(a), (c), 9863, 9863a) 

§ 215.21 [Removed]

13. Section 215.21 is removed.

§ 215.22 [Amended]

14. The authority for § 215.22 is 
revised to read as follows:
(Authority: 42 U.S.C. 9861(a), (c), 9862,
9865(a), (b))

§215.23 [Amended]
15. The authority for § 215.23 is 

revised to read as follows:
(Authority: 42 U.S.C. 9863, 9863a, 9865(a), (b))

16. Section 215.24 is amended by 
removing paragraphs (a) and (b), 
redesignating paragraphs (c) and (d) as 
paragraphs (a) and (b), respectively, 
removing “—both self-sponsored and 
sponsored—” in redesignated paragraph
(a), and revising the authority to read as 
follows:
(Authority: 42 U.S.C. 9861,9862, 9863, 9863a)

§ 215.24 [Amended]

17. Section 215.31 is amended by 
adding a new paragraph (c) and revising 
the authority to read as follows:

§ 215.31 What program requirements must 
a sponsor meet?
* *' - '#■ *' * *

(c) Limitations on technical 
assistance. (1) Technical assistance with 
respect to a particular model Follow 
Through approach may not be provided 
to a particular local project for more 
than five years.

(2) Notwithstanding paragraph (c)(1) 
of this section, if a recipient has 
received technical assistance prior to 
November 3,1990, the Secretary may 
limit the provision of technical 
assistance to that recipient to three 
years with respect to a particular model 
Follow Through approach.
(Authority: 42 U.S.C. 9863, 9863a)

18. Section 215.32 is amended by 
adding "or (3)” following “(b)(2)” in 
paragraph (b)(1), adding a new 
paragraph (b)(3), and revising the 
authority to read as follows:

§ 215.32 What fiscal requirements must a 
local project grantee meet?
* * * * *

(b) * * *
(3) A local project grantee may use 

Follow Through funds to pay 100 percent 
of the approved costs of a project 
operated in a school designated as a 
schoolwide project under section 1015(a) 
of the Elementary and Secondary 
Education Act of 1965.
(Authority: 42 U.S.C. 9866(c), (d))

19. Section 215.34 is amended by 
adding new paragraphs (a) (3) and (4), 
and revising the authority to read as 
follows:

§ 215.34 What evaluation requirements 
apply to a grantee?

(a) * * *
(3) A grantee’s evaluation must 

measure the impact of the project on—
(i) Participating parents;

i i i )  Entire schools; and
(iii) The school district.
(4) A local grantee that receives a 

grant for use in a school designated as a 
schoolwide project under section 1015(a) 
of chapter 1 of Title I of the Elementary 
and Secondary Education Act of 1965 
shall also meet the following evaluation 
requirements:

(i) The evaluation must compare 
children who only receive services 
under chapter 1 with children who 
receive services under chapter 1 and 
Follow Through to determine whether 
the comprehensive services provided by 
the Follow Through project had a 
positive effect on children’s educational 
progress and overall development.
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{ii} To the extent practicable, the 
comparison required under paragraph
(a)(4}(i} of this section must—

(A) Be made on the basis of results of 
evaluations conducted under chapter 1 
and evaluations conducted under 
paragraph (a) of this section; and

(B) Take into account the amount of 
funds provided to the project
* * * * *
(Authority: 42 U.S.C. 9862(b), 9865(a), (bjj

§§ 215.40-215.49 (Subpart E)—(Removed)
20. Subpart E, including § § 215.40- 

215.49, is removed.
[FR Doc. 91-8632 Filed 4-11-91; 8:45 am] 
«LUNG CODE 4000-0*-44
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DEPARTMENT OF EDUCATION

[CFDA No.: 84.014]

Follow Through Program; Notice 
Inviting Applications for New Awards 
for Fiscal Year (FY) 1991

Note to Applicants: This notice is a 
complete application package. Together 
with the statute authorizing the program 
and applicable regulations governing the 
program, including the Education 
Department General Administrative 
Regulations (EDGAR), the notice 
contains all of the information, 
application forms, and instructions 
needed to apply for a grant under this 
competition.

Purpose o f Program: To serve the 
needs of children primarily from low- 
income families in kindergarten through 
grade 3 who have had Head Start or 
similar quality preschool experiences by 
providing grants to—

(1) Local educational agencies (LEAs) 
to operate local projects;

(2) Public and private nonprofit 
agencies, institutions, and organizations 
to serve as sponsors and provide 
technical assistance and training on 
model Follow Through approaches to 
local projects; and

(3) Public and private nonprofit 
agencies, institutions, and organizations 
to conduct research to develop model 
Follow Through approaches to meet the 
special needs of children who are 
eligible to participate in Follow Through 
programs.

Eligible Applicants: The following are 
eligible for new awards under this 
competition: LEAs and public and 
private nonprofit agencies, institutions, 
and organizations.

Deadline for Transmittal o f , 
Applications: June 17,1991—84.014A 
Research Grants; May 15,1991—84.014B 
Local Projects; May 15,1991—84.014C 
Sponsors.

Deadline for Intergovernmental 
Review: August 16,1991—84.014A 
Research Grants; July 14,1991—84.014B 
Local Projects; July 14,1991—84.Q14C 
Sponsors.

A vailable Funds: $7,265,000.

E stimated  Nu m ber  and Average  S ize 
o f  Aw a r d s

Num
ber

Average
size, Amount

Local Project.. $203,420 $5,085,500
Sponsors....... 10 167,950 1,679,500
Research___ 5 100,000 500,000

Tntaln ... . 40 7,265,000

Note: The Department is not bound by any 
estimates in this notice.

Project Period: Up to 60 months.
Applicable Regulations: (a) The 

Education Department General 
Administrative Regulations (EDGAR) in 
34 CFR Part 74 (Administration of 
Grants to Institutions of Higher 
Education, Hospitals, and Nonprofit 
Organizations), Part 75 (Direct Grant 
Programs), Part 77 (Definitions that 
Apply to Department Regulations), Part 
79 (Intergovernmental Review of 
Department of Education Programs and 
Activities), Part 80 (Uniform 
Administrative Requirements for Grants 
and Cooperative Agreements to State 
and Local Governments), Part 81 
(General Education Provisions Act—  
Enforcement), Part 82 (New Restrictions 
on Lobbying), Part 85 (Govemmentwide 
Debarment and Suspension 
(Nonprocurement) and Govemmentwide 
Requirements for Drug-Free Workplace 
(Grants)), Part 86 (Drug-Free Schools 
and Campuses); and (b) The regulations 
for this program in 34 CFR Part 215 as 
amended in this issue of the Federal 
Register.
Description o f Program:

(a) Local Projects. An LEA 
implements a model Follow Through 
approach developed by a sponsor that 
focuses primarily on children from low- 
income families in kindergarten and 
primary grades who were enrolled in 
Head Start or similar quality preschool 
programs. A Fellow Through sponsor 
submits a joint application with at least 
one but no more than five local projects 
that will implement the innovative 
approach developed by the sponsor. A 
project provides comprehensive 
educational, health, nutritional, social, 
and other services that aid in the 
continued development of the children. 
The project provides for the direct 
participation of parents in the 
development, conduct, and overall 
direction of the program at the local 
level.

In addition to meeting the 
requirements in § 215.4 and addressing 
the criteria in § 215.22, an application 
from an LEA for a grant to operate a 
local Follow Through project must—

(1) Provide that die program for which 
assistance is requested will be 
administered by or under the 
supervision of the applicant;

(2) Contain an assurance that the 
applicant will prepare, and submit to the 
Secretary, regular evaluations of and 
reports concerning the program;

(3) Estimate the number of children

who are eligible for Follow Through 
services in the geographical area served 
by the program and the approximate 
number to be served by the program;

(4) Describe the model Follow 
Through approach the applicant intends 
to use, and the manner in which the 
applicant will implement the model;

(5) Provide evidence that the applicant 
has made a formal arrangement to 
receive technical assistance and training 
from the model’s sponsor;

(6) Provide an assurance that the 
instructional program, including 
textbooks and other materials provided 
by the applicant, is appropriate for the 
ages and developmental needs of the 
children to be served and the Follow 
Through approach selected;

(7) Specify the manner in which the 
applicant will provide comprehensive 
services, including agreements with 
public and private entities to provide, 
make referrals to, or coordinate the 
provision of those services to children 
and their families through the program 
established under Head Start, the Head 
Start Transition Project Act, or another 
comprehensive program;

(8) Provide for the direct participation 
of parents, as provided in section 662(c) 
of the Act, and include a certification 
that the application has been approved 
by a committee that represents parents 
or children who participate, and parents 
of children who are likely to participate, 
in the project;

(9) Describe how the applicant 
proposes to coordinate Follow Through 
services with services under chapter 1 of 
title I of the Elementary and Secondary 
Education Act of 1965 (ESEA), the 
Bilingual Education Act, and the 
Individuals with Disabilities Education 
Act (formerly the Education of the 
Handicapped Act);

(10) Demonstrate that the—
(i) Applicant has entered into a formal 

arrangement with local Head Start 
programs and other preschool programs 
for cooperation and activities as are 
necessary to ensure an effective 
transition of eligible children entering 
the Follow Through project carried out 
by the applicant; and

(11) Follow Through activities to be 
provided by the applicant have been 
specifically designed to coordinate with, 
and build on, those activities provided 
to participants in local Head Start or 
other similar preschool programs;

(11) Describe the expected or, if 
possible, actual impact of the project ou 
the applicant's regular school program; 
and

(12) Contain—
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(1) A certification that the applicant 
submitted the application to the State 
educational agency [SEA) for a 
reasonable period for comment before 
submitting the application to the 
Secretary; and

(ii) Any comments received from the 
SEA during the comment period.

(b) Follow Through and Chapter 1 
Schoolwide Projects. An LEA that 
receives a Follow Through grant to carry 
out a project in an elementary school 
that receives funds under part A of 
chapter 1 of Title I of the ESEA, and is 
designated as a schoolwide project 
under section 1015(a) of the A ct may 
use the Follow Through grant to serve 
all children attending that school in 
kindergarten through grade 3. In 
addition, Follow Through grant funds 
may be expended to pay 100 percent of 
the approved costs of the Follow 
Through project in the schoolwide 
project school.

In accordance with section 666(a)(2) 
of the Follow Through Act, an LEA that 
receives a Follow Through grant for use 
in a chapter 1 schoolwide project must 
include in the evaluation of the project a 
comparison of children who receive only 
chapter 1 services with children who 
receive services under both chapter 1 
and Follow Through. The purpose of this 
comparison is to determine whether the 
comprehensive services provided by the 
model Follow Through approach had a 
positive effect on the educational and 
developmental progress of the children 
eligible for Follow Through services. To 
the extent practicable, the comparison 
must be made on the basis of results of 
evaluations required by chapter 1 and 
evaluations required by § 215.22(g) of 
the Follow Through regulations.

(c) Limitations on Technical .j 
Assistance. (1) Technical assistance 
with respect to a particular model 
Follow Through approach may nbt.be 
provided to an LEA for more than five 
years.

(2) In the case of an LEA that has 
received technical assistance regarding 
a particular model Follow Through 
approach prior to November 3,1990, the 
Secretary may limit the provision of 
technical assistance regarding that 
particular model approach to three fiscal 
years.

(d) Sponsors. A Follow Through 
model sponsor is a public or private

nonprofit agency, organization, or 
institution that receives a grant to assist 
local projects in implementing a model 
approach by providing technical 
assistance and training to improve the 
school performance of children 
participating in the project. A Follow 
Through sponsor submits a joint 
application with one or more LEAs that 
will implement the innovative approach 
developed by the sponsor. A sponsor 
may apply with no more than five local 
projects.

(e) Research Grants. The Secretary 
may award grants to public and private 
nonprofit agencies, institutions, and 
organizations to develop new model 
Follow Through approaches to meet the 
special needs of children who are 
eligible to participate in Follow Through 
projects. The new model approaches 
must include strategies for local projects 
to include comprehensive educational, 
health, nutritional, social, and other 
services that will aid in the continued 
development of children eligible to 
participate in a local Follow Through 
project.
Priority

The Secretary gives preference to 
applications that meet the following 
competitive priority:

For purposes of making grants to 
LEAs for local projects under section 
662 of the Follow Through Act, the 
Secretary will give priority to any LEA 
that requests a grant for purposes of 
carrying out a Follow Through program 
in a school that—

(1) Is designated as a schoolwide 
project under section 1015(a) of Chapter 
1 of Title I of the ESEA; and

(2) Has a high concentration of 
children from low-income families in 
kindergarten and primary grades who 
Were previously enrolled in Head Start 
or similar quality preschool programs.

Under 34 CFR 75.105(c)(2)(i), an 
application that meets this competitive 
priority in a particularly effective ways 
receives from the Secretary 25 points in 
addition to any points the application 
earns under the selection criteria for the 
program. However, to receive the 
additional 25 priority points, an 
application must first obtain a rating of 
at least 70 points as provided in 
§ 215.24(a) of the regulations. In 
addition, to determine the average 
points awarded to local project

applications contained in a joint 
application, as required in § 215.20(b)(3) 
of the regulations, priority points are 
included in the calculation of the 
average.

Selection Criteria

(a) (1) The Secretary uses the following 
selection criteria to evaluate 
applications for new grants under this 
competition.

(2) The maximum score for these 
criteria is 100 points for local projects 
and 100 points for sponsors.

(3) The maximum score for each 
criterion is indicated in parentheses.

(b) The criteria for local project 
grants.—(1) Educational component (25 
points) The Secretary reviews each 
application for a local Follow Through 
project contained in a joint application 
to determine the capability of the 
applicant to implement a sponsor’s 
approach, including information 
concerning the applicant’s 
accomplishments to date, where 
appropriate. The Secretary also reviews 
each application for the percentage of 
low-income children and the percentage 
of children with preschool experience 
who will participate in the project.

(2) Parent participation component 
(20 points) The Secretary reviews each 
application to determine the quality of 
the applicant’s plan to provide for active 
participation of Follow Through parents 
in the development, conduct, and overall 
direction of project activities.

(3) Support services component (10 
points) The Secretary reviews each 
application to determine the quality of 
the support services the applicant will 
provide to Follow Through children.

(4) Demonstration com ponent (20 
points) The Secretary reviews each 
application to determine the quality of 
the applicant’s plan to—

(i) Demonstrate effective practices in 
the delivery of Follow Through services; 
and

(ii) Provide opportunities for 
observation of all aspects of the project.

(5) Quality o f key personnel. (5 points)
(i) The Secretary reviews each 
application to determine the quality of 
the key personnel the applicant plans to 
use in the project including—

(A) The qualifications of the project 
director;
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(B) Hie qualifications of each of the 
other key personnel;
and

(C) The time that each person referred 
to in paragraphs (b)(5)(i) (A) and (B), 
will commit to the project.

(ii) To determine personnel 
qualifications under paragraphs (b)(5)(i)
(A) and (B), the Secretary considers—

(A) Experience and training in fields 
related to the objectives of the project; 
and

(B) Any other qualifications that 
pertain to the quality of the project.

(6) Budget and cost-effectiveness. (5 
points) The Secretary reviews each 
application to determine the extent to 
which—

(i) The budget is adequate to support 
the project;

(ii) Costs are reasonable in relation to 
the objectives of the project; and

(iii) The applicant provides for the 
coordination of Follow Through services 
with existing local resources.

(7) Evaluation. (15 points) The 
Secretary reviews each application to 
determine the quality of the evaluation 
plan and any evaluation results to date, 
including—

(1) Methods of evaluation that are 
appropriate for the project and, to the 
extent possible, are objective and 
produce data that are quantifiable; and

(ii) The extent to which an applicant's 
evaluation design meets the standards 
established in 34 CFR 215.34.

(c) The criteria fo r sponsor grants.—  
(1) Educational approach. (25 points)
The Secretary reviews the application 
for a Follow Through sponsor grant 
contained in each joint application to 
determine the effectiveness of the 
innovative educational approach the 
applicant has developed to improve the 
school performance of low-income 
children in kindergarten and primary 
grades.

(2) Implementation assistance. (20 
points) Hie Secretary reviews each 
application to determine the quality of 
the applicant's plan to assist the local 
projects with which it is affiliated in 
implementing the applicant’s approach, 
including—

(i) Providing orientation and training 
to Follow Through staff, parents, and 
other appropriate personnel;

(ii) Recommending or making 
available necessary materials;

(ii) Helping to identify available 
public and private resources that can 
contribute to the development of a 
comprehensive project;

(iv) Monitoring implementation; and
(v) Providing additional technical 

assistance, as appropriate.
(3) Demonstration and dissemination. 

(20 points) The Secretary reviews each

application to determine the quality of 
the applicant’s plan to demonstrate and 
disseminate information about effective 
Follow Through practices to public and 
private school officials, including the 
extent to which the applicant will—

(i) Assist local projects with which it 
is affiliated in demonstrating effective 
practices;

(ii) Encourage adoption of those 
effective practices by other public and 
private schools;

(iii) Provide training and technical 
assistance to persons interested in 
adopting the effective practices; and

(iv) Follow the progress of the 
adopted practices.

(4) Quality o f key personnel. (5 points) 
(i) The Secretary reviews each 
application to determine the quality of 
the key personnel the applicant plans to 
use in the project, including—

(A) The qualifications of the project 
director;

(B) The qualifications of each of the 
other key personnel; and

(C) The time that each person referred 
to in paragraphs (c)(4)(i) (A) and (B) will 
commit to the project.

(ii) To determine personnel 
qualifications under paragraphs (c)(4)(i) 
(A) and (B), the Secretary considers—

(A) Experience and training in fields 
related to the objectives of the project; 
and

(B) Any other qualifications that 
pertain to the quality of the project.

(5) Budget and cost-effectiveness. (5 
points) The Secretary reviews each 
application to determine the extent to 
which—

(i) The budget is adequate to support 
the project; and

(ii) Costs are reasonable in relation to 
the objectives of the project

(6) Evaluation. (25 points) The 
Secretary reviews each application to 
determine the quality of the evaluation 
plan and any evaluation results to date, 
including—

(i) Methods of evaluation that are 
appropriate for the project and, to the 
extent possible, are objective and 
produce data that are quantifiable; and

(ii) The extent to which an applicant’s 
evaluation design meets the standards 
established in 34 CFR 215.34.

(d) Other factors considered in 
reviewing a joint local project-sponsor 
application. (1) To obtain a total score 
for a joint application, the Secretary—

(1) Averages the points awarded to all 
local projects contained in the joint 
application; and

(ii) Adds that local project average 
score to the sponsor’s score.,

(2) The Secretary awards a grant to a 
local project only if the applicant—

(i) Obtains a rating of 70 points from 
the selection criteria for local projects, 
exclusive of any points received under 
the competitive priority established in 
section 662(a) of the Follow Through 
Act; and

(ii) Meets the requirements in 34 CFR 
215.4.

(3) Under a joint local project-sponsor 
application, the Secretary—

(i) Awards a grant to a sponsor only if 
a grant will be made to at least one local 
project that will implement the sponsor’s 
approach; and

(ii) Does not award a grant to any 
local project applicant included in the 
joint application, even if the local 
project applicant scores 70 points or 
more, if the joint application does not 
rank sufficiently high to receive funding.

(e) The criteria fo r research grants.—- 
(1) M eeting the purposes o f the 
authorizing statute. {35 points) The 
Secretary reviews each application to 
determine how well the project will 
meet the purpose of the statute that 
authorizes the program, including 
consideration of—

(1) The objectives of the project; and
(ii) How the objectives of the project

further the purposes of the authorizing 
statute.

(2) Extent o f n eed  fo r the project. (20 
points) The Secretary reviews each 
application to determine the extent to 
which the project meets specific needs 
recognized in the statute that authorizes 
the program, including consideration
of—

(i) The needs addressed by the 
project;

(ii) How the applicant identified those 
needs;

(iii) How those needs will be met by 
the project; and

(iv) The benefits to be gained by 
meeting those needs.

(3) Plan o f operation. (15 points) The 
Secretary reviews each application to 
determine the quality of the plan of 
operation for the project, including—

(i) The quality of the design of the 
project;

(ii) Hie extent to which the plan of 
management is effective and ensures 
proper and efficient administration of 
the project;

(iii) How well the objectives of the 
project relate to the purposè of the 
program;

(iv) The quality of the applicant's plan 
to use its resources and personnel to 
achieve each objective;

(v) How the applicant will ensure that 
project participants who are otherwise 
eligible to participate are selected 
without regard to race, color, national
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origin, gender, age, or handicapping 
condition; and

(vi) For grants under a program that 
requires the applicant to provide an 
opportunity for participation of students 
enrolled in private schools, the quality 
of the applicant’s plan to provide that 
opportunity.

(4) Quality o f key personnel. (7 points) 
(i) The Secretary reviews each 
application to determine the quality of 
key personnel the applicant plans to use 
on the project, including—

(A) The qualifications of the project 
director (if one is to be used);

(B) The qualifications of each of the 
other key personnel;

(C) The time that each person referred 
to in paragraphs (e)(4)(i) (A) and (B) will 
commit to the project; and

(D) How the applicant, as part of its 
nondiscriminatory employment 
practices, will ensure that its personnel 
are selected for employment without 
regard to race, color, national origin, 
gender, age, or handicapping condition.

(ii) To determine personnel 
qualifications under paragraphs (e)(4)(i) 
(A) and (B), the Secretary considers—

(A) Experience and training in fields 
related to the objectives of the project; 
and

(B) Any other qualifications that 
pertain to the quality of the project.

(5) Budget and cost effectiveness. (5 
points) The Secretary reviews each 
application to determine the extent to 
which—

(i) The budget is adequate to support 
the project; and

(ii) Costs are reasonable in relation to 
the objectives of the project.

(6) Evaluation plan. (15 points) The 
Secretary reviews each application to 
determine the quality of the evaluation 
plan for the project, including the extent 
to which the applicant’s methods of 
evaluation—

(i) Are appropriate to the project; and
(ii) To the extent possible, ape 

objective and produce data that are 
quantifiable.

(Cross-reference: See 34 CFR 75,590 
Evaluation by the grantee.)

(7) Adequacy o f resources. (3 points) 
The Secretary reviews each application 
to determine the adequacy of the 
resources that the applicant plans to 
devote to the project, including facilities, 
equipment, and supplies.

Intergovernmental Review o f Federal 
Programs:

This program is subject to the 
requirements of Executive Order 12372 
(Intergovernmental^ Review of Federal 
Programs) and the regulations in 34 CFR 
part 79.

The objective of the Executive Order 
is to foster an intergovernmental 
partnership and to strengthen federalism 
by relying on State and local processes 
for State and local government 
coordination and review of proposed 
Federal financial assistance.

Applicants must contact the 
appropriate State Single Point of 
Contact to find out about, and to comply 
with, the State’s process under 
Executive Order 12372. Applicants 
proposing to perform activities in more 
than one State should immediately 
contact the Single Point of Contact for 
each of those States and follow the 
procedure established in each State 
under the Executive Order. If you want 
to know the name and address of any 
State Single Point of Contact, see the list 
published in the Federal Register on 
September 17,1990, pages 38210 and 
38211.

In States that have not established a 
process or chosen a program for review, 
State, areawide, regional, and local 
entities may submit comments directly 
to the Department.

Any State Process Recommendation 
and other comments submitted by a 
State Single Point of Contact and any 
comments from State, areawide, 
regional, and local entities must be 
mailed or hand-delivered by the date 
indicated in this notice to the following 
address: The Secretary, ELO. 12372— 
CFDA #84.014, U.S. Department of 
Education, room 4161,400 Maryland 
Avenue, SW., Washington, DC 20202- 
0125.

Proof of mailing will be determined on 
the same basis as applications (see 34 
CFR 75.102). Recommendations or 
comments may be hand-delivered until 
4:30 p.m. (Washington, DC time) on the 
date indicated in this notice.

Please note that the above address is not 
the same address as the one to'which the 
applicant submits its completed 
application. Do not send applications to 
the above address.

Instructions fo r Transmittal o f 
Applications:

(a) If an applicant wants to apply for a 
grant, the applicant shall—

(1) Mail the original and two copies of 
the application on or before the deadline 
date to: U.S. Department of Education, 
Application Control Center, Attention: 
CFDA #84.014, Washington, DC 20202- 
4725, or

(2) Hand deliver the original and two 
copies of the application by 4:30 pun. 
(Washington, DC time) on or before the 
deadline date to: U.S. Department of 
Education, Application Control Center, 
Attention: CFDA #84.014, room 3033,

Regional Office Building #3 , 7th and D 
Streets, SW., Washington, DC.

(b) An applicant must show one of the 
following as proof of mailing:

(1) A legibly dated U.S. Postal Service 
postmark.

(2) A legible mail receipt with the date 
of mailing stamped by the U.S. Postal 
Service.

(3) A dated shipping label, invoice, or 
receipt from a commercial carrier.

(4) Any other proof of mailing 
acceptable to the Secretary.

(c) If an application is mailed through 
the U.S. Postal Service, the Secretary 
does not accept either of the following 
as proof of mailing:

(1) A private metered postmark.
(2) A mail receipt that is not dated by 

the U.S. Postal Service.
Notes: (1) The U.S. Postal Service does not 

uniformly provide a dated postmark. Before 
relying on this method, an applicant should 
check with its local post office.

(2) The Application Control Center will 
mail a Grant Application Receipt 
Acknowledgement to each applicant. If an 
applicant fails to receive the notification of 
application receipt within 15 days from the 
date of mailing the application, the applicant 
should call the U.S. Department of Education 
Application Control Center at (202) 708-9494.

(3) The applicant must indicate oh the 
envelope and—if not provided by the 
Department—in Item 10 of the Application for 
Federal Assistance (Standard Form 424) the 
CFDA number—and suffix letter, if any—of 
the competition under which the application 
is being submitted.

Application Instructions and Forms:

The appendix to this application is 
divided into three parts plus a statement 
regarding estimated public reporting 
burden and various assurances and 
certifications. These parts and 
additional materials are organized in the 
same manner that the submitted 
application should be organized. The 
parts and additional materials are as 
follows:
Part I: Application for Federal

Assistance (Standard Form 424 (Rev.
4-88)) and instructions.

Part II: Budget Information—Non-
Construction Programs (Standard
Form 424A) and instructions.

Part III: Application Narrative.

Additional M aterials:
Estimated Public Reporting Burden.
Assurances—Non-Construction 

Programs (Standard Form 424B).
Certifications Regarding Lobbying; 

Debarment, Suspension and Other 
Responsibility Matters; and Drug-Free 
Workplace Requirements (ED-80-0013}.

Certification Regarding Debarment, 
Suspension, Ineligibility and Voluntary
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Exclusion—Lower Tier Covered 
Transactions {ED 80-0014, 9/90) and 
instructions;

(Note: ED 80-0014 is intended for the use of 
grantees and should not be transmitted to the 
Department).

Disclosure of Lobbying Activities 
(Standard Form LLL) (if applicable) and 
instructions; and Disclosure of Lobbying 
Activities Continuation Sheet (Standard 
Form LLL-A).

An applicant may submit information 
on a photostatic copy of the application

and budget forms, the assurances, and 
the certifications. However, the 
application form, the assurances, and 
the certifications must each have an 
original signature. No grant may be 
awarded unless a completed application 
form has been received.
FOR FURTHER INFORMATION CONTACT: 
Ms. Patricia McKee, Compensatory 
Education Programs, Office of 
Elementary and Secondary Education, 
U.S. Department of Education, 400 
Maryland Avenue, SW„ (room 2043),

Washington, DC 20202-6132. Telephone 
(202) 401-1692, Deaf and hearing 
impaired may call the Federal Dual 
Party Relay Service at 1-800-877-8339 
(in the Washington, DC 202 area code, 
telephone 708-9300) between 8 a.m. 7 
p.m., Eastern time.

Program Authority: 42 U.5.C. 9861-9869. 
Dated: April 4,1991.

John T. MacDonald,
Assistant Secretary for Elementary and 
Secondary Education.
BILUNG CODE 4000-01-M
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APPLICATION FOR 
FEDERAL ASSISTANCE

OMB Approval No. 0348-0043
t .  DATE SUBMITTED Applicant Identifier

t . TYPE O f SUBMISSION: 
Application 
□  Construction

13 Non-Construction

PreappUcation
□  Construction

□  Non-Construction

J . DATE RECEIVED »V STATE Stats Application Identifier

4 . DATE RECEIVED 8V FEDERAL AGENCY Federal Identifier

S. APPLICANT INFORMATION

Legal Name: Organizational Unit:

Address (givo city, county, state, and zip code! Name and telephone number of the person to be contacted on matters involving 
this application (give area code I

S. EMPLOYER IDENTIFICATION NUMBER |£JNJ: 7. t y p e  OF a p p lic a n t : (enfer’ appropriate letter in boa) U

a. TYPE O f APPLICATION:

O Nee □  Continuation Q Revision

If Revision, enter appropriate letter(st in bex(es): □  □
A Increase Award 8. Decrease Award C  Increase Duration 
0 Decrease Duration Other (specify!

A State H Independent School Dist
8. County 1. State Controlled Institution of Higher Learning
C Municipal J  Private University
D Township K Indian Tribe
E Interstate L  Individual
F In ter municipal M Profit Organization
Q Special District N. Other (Specify}:

B  NAME OF FEDERAL AOENCY:

U .S . Department of Education
I t . CATALOG OF FEDERAL DOMESTIC 

ASSISTANCE NUMBER: 8 I t . DESCRIPTIVE TITLE OF APPLICANT'S PROJECT:

t it l e : Follow Ihrough Program

12. AREAS AFFECTED BY PROJECT (cities, counties, states, e tc ):

IS. PROPOSED PROJECT: 14. CONGRESSIONAL DISTRICTS OF:

Start Date Ending Date A Applicant b. Protect

IS. ESTIMATED FUNDING: IS . IS APPLICATION SUBJECT TO REVIEW BY STATE EXECUTIVE ORDER w m  PRO CESS?

a. Federal t .88 e. YES THIS PREAPPL1CATION,'APPLICATION WAS MADE AVAILABLE TO THE 
STATE EXECUTIVE ORDER I23TZ PROCESS FOR REVIEW Oft

b. Applicant t .80
DATE

c State S .00
b NO Q  PROGRAM IS NOT COVERED BY EO. » » 7 2

d Local I .0 0
Q  OR PROGRAM HAS NOT BEEN SELECTED BY STATE FOR REVIEW

a Other t .00

f Program income t 00 IT . IS t h e  a p p l ic a n t  d e lin q u e n t  o n  a n y  f e d e r a l  o est?

f~ l Ves If "Yes.* attach an explanation Q  Nog TOTAL t .00

IB  TO THE BEST OF MY KNOWLEDGE ANO BELIEF. ALL DATA IN THIS APPUCATION/PAEAPPUCATION ARE TRUE AND CORRECT, THE DOCUMENT NAS BEEN OULV 

AUTHORIZED BY THE GOVERNING BODY OF THE APPLICANT AND THE APPLICANT WILL COMPLY WITH THE ATTACHED ASSURANCES IF THE ASSISTANCE IS AWARDED

a. Typed Name of Authorized Representative b Title c Telephone number

d Signature of Authorized Representative 

Previous Editions Not Usable

e Date Signed

Authorized for Local Reproduction

Standard £orm 424 frtfcV 4-88) 
Prescribed by OM8 Circular A-IOZ



14990 Federal Register /  Vol. 56, No. 71 /  Friday, April 12,1991 /  Notices

INSTRUCTIONS FOR THE SF 424

This is a standard form used by applicants as a required facesheet for preapplications and applications submitted 
for Federal assistance. It will be usea by Federal agencies to obtain applicant certification that States which have 
.established a review and comment procedure in response to Executive Order 12372 and have selected the program 
to be included in their process, have been given an opportunity to review the applicant's submission.
Item: Entrv:

1. Self-explanatory.

2. Date application submitted to Federal agency (or 
State if applicable) & applicant's control number 
(if applicable).

3 State use only (if applicable).

4. If this application is to continue or revise an 
existing award, enter present Federal identifier 
number. If for a new project, leave blank.

5. Legal name of applicant, name of primary 
organizational unit which will undertake the 
assistance activity, complete address of the 
applicant, and name and telephone number of the 
person to contact on matters related to this 
application.

6. Enter Employer Identification Number (EIN) as 
assigned by the Internal Revenue Service.

7. Enter the appropriate letter in the space 
provided.

8. Check appropriate box and enter appropriate 
letter(s) in thespace(s) provided:
— "New” means a new assistance award.
— "Continuation” means an extension for an 

additional funding/budget period for a project 
with a projected completion date.

— "Revision” means any change in the Federal 
Government's financial obligation or 
contingent liability from an existing 
obligation.

9. Name Of Federal agency from which assistance is 
being requested with this application.

10. Use the Catalog of Federal Domestic Assistance 
number and title of the program under which 
assistance is requested.

11. Enter a brief descriptive title of the project, if 
more than one program is involved, you should 
append an explanation on a separate sheet. If 
appropriate (e.g., construction or real property 
projects), attach a map showing project location. 
For preapplications, use a separate sheet to 
provide a summary description of this project

Item: Entrv:

12. List only the largest political entities affected 
(e.g., State, counties, cities).

13. Self-explanatory.

14. List the applicant’s Congressional District and 
any District(s) affected by the program or project.

15. Amount requested or to be contributed during 
the first funding/budget period by each 
contributor. Value of in-kind contributions 
should be included on appropriate lines as 
applicable. If the action will result in a dollar 
change to an existing award, indicate only the 
amount of the change. For decreases, enclose the 
amounts in parentheses. If both basic and 
supplemental amounts are included, show 
breakdown on an attached sheet. For multiple 
program funding, use totals and show breakdown 
using same categories as item 15.

16. Applicants should contact the State Single Point 
of Contact (SPOC) for Federal Executive Order 
12372 .to determine Whether the application is 
subject to the State intergovernmental review 
process.

17. This question applies to the applicant organi
zation, not the person who signs as the 
authorized representative. Categories of debt 
include delinquent audit disallowances, loans 
and taxes.

18. To be signed by the authorized representative of 
the applicant. A copy of the governing body’s 
authorization for you to sign this application as 
official representative must be on file in the 
applicant’s office. (Certain Federal agencies may 
require that this authorization be submitted as 
part of the application.)

S F  424 (REV 4-68) Sack
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INSTRUCTIONS FOR THE SF-424A

General Instructions
This form is designed so that application can be made 
for funds from one or more grant programs. In pre
paring the budget, adhere to any existing Federal 
grantor agency guidelines which prescribe how and 
whether budgeted amounts should be separately 
shown for different functions or activities within the 
program. For some programs, grantor agencies may 
require budgets to be separately shown by function or 
activity. For other programs, grantor agencies may 
require a breakdown by function or activity. Sections 
A,B,C, and D should include budget estimates for the 
whole project except when applying for assistance 
which requires Federal authorization in annual or 
other funding period increments. In the latter case, 
Sections A,B, C, and D should provide the budget for 
the first budget period (usually a year) and Section E 
should present the need for Federal assistance in the 
subsequent budget periods. All applications should 
contain a breakdown by the object class categories 
shown in Lines a-k of Section B.
Section A. Budget Summary 
Lines 1-4, Columns (a) and (b)
For applications pertaining to a tingle Federal grant 
program (Federal Domestic Assistance Catalog  
number) and not requiring a functional or activity 
breakdown, enter on Line 1 under Column (a) the 
catalog program title and the catalog number in 
Column (b).

For applications pertaining to a tingle program 
requiring budget amounts by multiple functions or 
activities, enter the name of each activity or function 
on each line in Column (a), and enter the catalog num
ber in Column (b). For applications pertaining to mul
tiple programs where none of the programs require a 
breakdown by function or activity, enter the catalog 
program title on each line in Colum n (a) and the 
respective catalog number on each line in Column (b).

For applications pertaining to multiple programs 
where one or more programs require a breakdown by 
function or activity, prepare a separate sheet for each 
program requiring the breakdown. Additional sheets 
should be used when one form does not provide 
adequate space for all breakdown of data required. 
However, when more than one sheet is used, the first 
page should provide the summary totals by programs.

Lines 1-4, Columns (c) through (g.)
For new applications, leave Columns (c) and (d) blank. 
For each line entry in Columns (a) and (b), enter in 
Columns (e), (f), and (g) the appropriate amounts of 
funds needed to support the project for the first 
funding period (usually a  year).

Lines 1-4, Columns (c) through (g.) ( continued)
For continuing grant program  applications, submit 

these forms before the end of each funding period as 
required by the grantor agency. Enter in Columns (c) 
and (d) the estimated amounts of funds which will 
remain unobligated at the end of the grant funding 
period only if the Federal grantor agency instructions 
provide for this. Otherwise, leave these columns 
blank. Enter in columns (e) and (0  the amounts of 
funds needed for the upcoming period. The amount(s) 
in Column (g) should be the sum of amounts in 
Columns (e) and (f).

For tupplemental grants and changet to existing 
grants, do not use Columns (c) and (d). Enter in 
Column (e) the amount of the increase or decrease of 
Federal funds and enter in Column (f) the amount of 
the increase or decrease of non-Federal funds. In 
Column (g) enter the new total budgeted amount 
(Federal and non-Federal) which includes the total 
previous authorized budgeted amounts plus or minus, 
as appropriate, the amounts shown in Columns (e) and
(f). The amount(s) in Column (g) should not equal the 
sum of amounts in Columns (e) and (f).
Line 5 — Show the totals for all columns used.

Section B Budget Categories 
In the column headings (1) through (4), enter the titles 
of the same programs, functions, and activities shown 
on Lines 1-4, Column (a), Section A. When additional 
sheets are prepared for Section A, provide similar 
column headings on each sheet. For each program, 
function or activity, fill in the total requirements for 
funds (both Federal and non-Federal) by object class 
categories.

Lines 6a-i — Show the totals of Lines 6a to 6h in each 
column.

Line6j -  Show the amount of indirect cost.

Line 6k -  Enter the total of amounts on Lines 6i and 
6j. For all applications for new gran ts and 
continuation grants the total amount in column (5), 
Line 6k, should be the same as the total amount shown 
in Section A, Column (g), Line 5. For supplemental 
grants and changes to grants, the total amount of the 
increase or decrease as shown in Columns (l)-(4), Line 
6k should be the same as the sum of the amounts in 
Section A, Columns (e) and (f) on Line 5.

SF 424A (4-68) page3
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INSTRUCTIONS FOR THE SF-424A (continued)

Line 7 » Enter the estimated amount of income, if any, 
expected to be generated from this project. Do not add 
or subtract this amount from the total project amount 
Show under the program narrative statement the 
nature and source of income. The estimated amount of 
program income may be considered by the federal 
grantor agency in determining the total amount of the 
grant
Section C. Noa-Federal-Resources
Lines 8-11 -  Enter amounts of non-Federal resources 
that will be used on the grant If in-kind contributions 
are included, provide a brief explanation on a separate 
sheet

Column (a) -  Enter the program titles identical 
to Column (a), Section A. A breakdown by 
function or activity is not necessary.
Column (b) -  Enter the contribution to be made 
by the applicant
Column (c) -  Enter the amount of the State’s 
cash and in-kind contribution if the applicant is 
not a  Skate or State agency. Applicants which are 
a State or State agencies should leave this 
column blank.
Column (d) « Enter the amount of cash and in- 
kind contributions to be made from ail other 
sources.
Column (e) -  Enter totals of Columns (b), (c), and
<d).

Line 12 —- Enter the total for each of Columns (b)-(e). 
The amount in Column (e) should be equal to the 
amount on Line 5, Column (f), Section A.

Section D. Forecasted Cash Needs
Line 13 -  Enter the amount of cash needed by quarter 
from the grantor agency during the first year.

Line 14 -  Enter the amount of cash from all other 
sources needed by quarter during the first year.
Line IS -  Enter the totals of amounts on Lines 13 and
14.
Section E. Budget Estimates o f Federal Funds 
Needed for Balance of the Project
Lines 16 • 19 -  Enter in Column (a) die same grant 
program titles shown in Column (a), Section A. A 
breakdown by function or activity is not necessary. For 
new applications and continuation grant applications, 
enter in the proper columns amounts of Federal funds 
which will be needed to complete the program or 
project over the succeeding funding periods (usually in 
years). This section need not be completed for revisions 
(amendments, changes, or supplements) to funds for 
the current year of existing grants.
If more than four lines are needed to list the program 
titles, submit additional schedules as necessary.
Line 20 -  Enter the total for each of the Columns (bi
le). When additional schedules are prepared for this 
Section, annotate accordingly and show the overall 
totals on this line.

Section F. Other Budget Information
Line 21 -  Use this space to explain amounts for 
individual direct object-class cost categories that may 
appear to be out of the ordinary or to explain the 
details as required by the Federal grantor agency.
Line 22 -  Enter the type of indirect rate (provisional, 
predetermined, final or fixed) that will be in effect 
during the funding period, the estimated amount of 
the base to which the rate is applied, and the total 
indirect expense.
Line 23 -  Provide any other explanations or comments 
deemed necessary.

BILLING CODE 4000-01-C
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Instructions for Part III—Application 
Narrative

Before preparing the Application 
Narrative an applicant should read 
carefully the description of the program, 
the information regarding priorities, and 
the selection criteria the Secretary uses 
to evaluate applications.

An applicant should review the 
Follow Through Act as amended by title 
II of Public Law 101-501, and the current 
regulations in 34 CFR part 215 as 
amended in this issue of the Federal 
Register.

The narrative should encompass each 
function or activity for which funds are 
being requested and should—

1. Begin with an Abstract; that is, a 
summary of the proposed project;

2. Describe the proposed project in 
light of each of the selection criteria in 
the order in which the criteria are listed 
in this application package;

3. Provide evidence that the applicant 
has made a formal arrangement to 
receive technical assistance and training 
from the model’s sponsor;

4. Specify the data and the criteria 
used to identify low-income children;

5. Provide program and budget 
information related to the local cost 
contribution to the program; and

6. Include any other pertinent 
information that might assist the 
Secretary in reviewing the application.

Section 663(b) of the Follow Through 
Act specifies the contents of a local 
project application. These items should 
be included in an applicant’s discussion 
of its projects as follows.

A local project applicant should 
ensure that the description of its 
instructional component includes the 
following items prescribed in section 
663(b) of the Follow Through Act:

1. Information that the instructional 
program, including textbooks and other 
materials provided by the applicant, is 
appropriate to the ages and 
developmental needs of the children to 
be served by the project and the model 
approach.

2. A description of the model Follow 
Through approach the applicant intends 
to use, and the manner in which the 
applicant will implement the approach.

3. A specification of the manner in 
which the applicant will provide 
comprehensive services, including 
through agreements with public or 
private entities to provide, make 
referrals to, or coordinate the provision 
of services to children and their families 
through the program established under 
Head Start, the Head Start Transition 
Project Act, or another comprehensive 
program.

4. A description of how the applicant 
proposes to coordinate Follow Through 
services with services under chapter 1 of 
title I of the Elementary and Secondary 
Education Act, the Bilingual Education 
Act, and the Individuals with 
Disabilities Education Act (formerly the 
Education of the Handicapped Act).

5. Information that demonstrates that 
the applicant has entered into a formal 
arrangement with local Head Start 
programs and other preschool programs 
for cooperation and activities that are 
necessary to ensure an effective 
transition of eligible children entering 
the applicant’s Follow Through project.

6. Information that demonstrates that 
the applicant’s proposed Follow 
Through activities have been 
specifically designed to coordinate with, 
and build on, those activities provided 
to participants in local Head Start or 
other similar preschool programs.

7. A description of the expected or, if 
possible, actual impact of the project on 
the applicant’s regular school program.

In addition, a local project applicant’s 
parent participation component should 
include the certification, required by 
section 663(b)(8) of the Act, that the 
application has been approved by a 
committee that represents parents of 
children who are likely to participate in 
the project.

In accordance with 34 CFR 215.34, 
section 666(a) of the Act, and 34 CFR 
75.590, an applicant’s evaluation 
component should include—

• Proposed strategies for assessing 
the project’s effectiveness in achieving 
the stated goals and objectives;

• Plans to implement the 
requirements of section 666(a) of the Act 
and § 215.34 of the regulations;

• A plan to conduct an annual 
evaluation and an assurance that the 
applicant will submit the results as a 
part of the annual performance report 
(OMB-1818-0550; Exp. 09-03-91) 
required by § 75.720 of EDGAR; and

• A plan to evaluate the impact of 
related project components.

Â local project applicant who 
proposes to carry out a project in a 
chapter 1 school wide project should also 
describe its plan for implementing the 
evaluation requirements in section 
666(a)(2) of the Act.

In addition, section 663(b) of the Act 
requires that a local project must 
include—

1. A provision that the program for 
which assistance is requested will be 
administered by or under the 
supervision of the applicant;

2. An assurance that the applicant will 
prepare, and submit to the Secretary, 
regular evaluations of and reports 
concerning the program;

3. An estimate of the number of 
children who are eligible for Follow 
Through services in the geographical 
area served by the program and the 
approximate number to be served by the 
program;

4. A certification that the applicant 
submitted the application to the State 
educational agency (SEA) for a 
reasonable period for comment before 
submitting die application to the 
Secretary, together with any comments 
received from the SEA during the 
comment period. (Please note that this is 
different from the Intergovernmental 
Review as required by Executive Order 
12372.)

The Secretary strongly requests the 
applicant to limit the Application 
Narrative to no more than 15 double 
spaced, typed pages (on one side only). 
The Department has found that 
successful applications under this 
program generally meet this page limit.

Under the Head Start Transition 
Project Act, the Secretary of the 
Department of Health and Human 
Services may make demonstration 
grants to Head Start agencies and local 
educational agencies (LEAs) to develop 
and operate programs that provide for a 
smooth transition of children from Head 
Start to kindergarten and enable 
elementary schools to adopt the Head 
Start model for supportive services and 
parental involvement. For those LEAs 
interested in applying for a Follow 
Through grant and a Head Start 
Transition Project grant, this application 
may be considered the first part of a 
joint application authorized by section 
669A(b) of the Follow Through Act and 
section 139 of the Head Start Transition 
Project Act. The Department of Health 
and Human Services and this 
Department agree that to the extent 
information in your Follow Through 
application also meets the application 
requirements for a Head Start Transition 
Project grant, you may incorporate that 
information in your Head Start 
Transition Project application. The 
remaining Head Start Transition Project 
requirements would need to be 
addressed separately in that application.

Instructions fo r Estimated Public 
Reporting Burden

Under terms of the Paperwork 
Reduction Act of 1980, as amended, and 
the regulations implementing that Act, 
the Department of Education invites 
comment on the public reporting burden 
in this collection of information. Pubh'c 
reporting burden for this collection of 
information is estimated to average 20 
hours per response, including the time 
for reviewing instructions, searching
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existing data sources, gathering and 
maintaining the data needed, and 
completing and reviewing the collection 
of information. You may send comments 
regarding this burden estimate or any 
other aspect of this collection of

information, including suggestions for 
reducing this burden, to the U.S. 
Department of Education, Information 
Management and Compliance Division, 
Washington, DC 20202-4651; and to the 
Office of Management and Budget,

Paperwork Reduction Project 1810-0003, 
Washington, DC 20503.
(Information collection approved under OMB 
control number 1810-0003. ExDiration date: 
June 30,1991.)
BiLUMO CODE 4000-tit-M
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OMB Approval NO. 0348-0040

ASSURANCES — NON-CONSTRUCTION PROGRAMS
Note; Certain of these assurances may not be applicable to your project or program. If you have questions, 

please contact the awarding agency. Further, certain Federal awarding agencies may require applicants 
to certify to additional assurances. If such is the case, you will be notified.

As the duly authorized representative of the applicant I certify that the applicant________ _____________________

1. Has the legal authority to apply forFederal 
assistance, and the institutional, managerial and 
financial capability (including funds sufficient to 
pay the non-Federal share of project costs) to 
ensure proper planning, management and com
pletion of the project described in this application.

2. Will give the awarding agency, the Comptroller 
General of the United States, and if appropriate, 
the State, through any authorized representative, 
access to and the right to examine all records, 
books, papers, or documents related to the award; 
and will establish a proper accounting system in 
accordance with generally accepted accounting 
standards or agency directives.

3. Will establish safeguards to prohibit employees 
from using their positions for a purpose that 
constitutes or presents the appearance of personal 
or organizational conflict of interest, or personal 
gain.

4. Will initiate and complete the work within the 
applicable time frame after receipt of approval of 
the awarding agency.

5. Will comply with the Intergovernm ental 
Personnel Act of 1970 (42 U.S.C. 55 4728-4763) 
relating to prescribed standards for merit systems 
for programs funded under one of the nineteen 
statutes or regulations specified in Appendix A of 
OPM’s Standards for a Merit System of Personnel 
Administration (5 C.F.R. 900, Subpart F).

6. Will comply with all Federal statutes relating to 
nondiscrimination. These include but are not 
limited to: (a) Title VI of the Civil Rights Act of 
1964 (P.L. 88-352) which prohibits discrimination 
on the basis of race, color or national origin; (b) 
Title IX of the Education Amendments of 1972, as 
amended (20 U.S.C. 55 1681-1683, and 1685-1686), 
which prohibits discrimination on the basis of sex;
(c) Section 504 of the Rehabilitation Act of 1973, as 
amended (29 U.S.C. I 794), which prohibits dis
crimination on the basis of handicaps; (d) the Age 
Discrimination Act of 1975, as amended (42 
U.S.C.§5 6101-6107),, which prohibits discrim
ination on the basis of age;

(e) the Drug Abuse Office and Treatment Act of 
1972 (P.L. 92-255), as amended, relating to 
nondiscrimination on the basis of drug abuse; (f) 
the Comprehensive Alcohol Abuse and Alcoholism 
Prevention, Treatment and Rehabilitation Act of 
1970 (P.L. 91-616), as amended, relating to 
nondiscrimination on the basis of alcohol abuse or 
alcoholism; (g) §5 523 and 527 of the Public Health 
Service Act of 1912 (42 U.S.C. 290 dd-3 and 290 ee- 
3), as amended, relating to confidentiality of 
alcohol and drug abuse patient records; (h) Title 
VIII of the Civil Rights Act of 1968 (42 U.S.C. $ 
3601 et seq.), as amended, relating to non
discrimination in the sale, rental or financing of 
housing; (i) any other nondiscrim ination  
provisions in the specific statute(s) under which 
application for Federal assistance is being made; 
and (j) the req u irem en ts of any oth er  
nondiscrimination statute(s) which may apply to 
the application.

7. Will comply, or has already complied, with the 
requirements of Titles II and III of the Uniform 
Relocation A ssistance and Real Property  
Acquisition Policies Act of 1970 (P.L. 91-646) 
which provide for fair and equitable treatment of 
persons displaced or whose property is acquired as 
a result of Federal or federally assisted programs. 
These requirements apply to all interests in real 
property acquired for project purposes regardless 
of Federal participation in purchases.

8. Will comply with the provisions of the Hatch Act 
(5 U.S.C. §5 1501-1508 and 7324-7328) which limit 
the political activities of employees whose 
principal employment activities are funded in 
whole or in part with Federal funds.

9. Will comply, as applicable, with the provisions of 
the Davis-Bacon Act (40 U.S.C. 55 276a to 276a- 
7), the Copeland Act (40 U.S.C. § 276c and 18 
U.S.C. 55 874), and the Contract Work Hours and 
Safety Standards Act (40 U.S.C. 55 327-333), 
regarding labor standards for federally assisted 
construction subagreements.

Standard t*orm 424B 
Prescribed by OMB Circular A-102

Authorized for Local Reproduction
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10. Will comply, if applicable, with flood insurance 
purchase requirements of Section 102(a) of the 
Flood Disaster Protection Act of 1973 (P.L. 93-234) 
which requires recipients in a special flood hazard 
area to participate in the program andto purchase 
flood insurance if the total cost of insurable 
construction and acquisition is $10,000 or more.

11. Will comply with environmental standards which 
may be prescribed pursuant to the following: (a) 
institution of environmental quality control 
measures under the National Environmental 
Policy Act of 1969 (P.L. 91-190) and Executive 
Order (EO) 11514; (b) notification of violating 
facilities pursuant to EO 11738; (c) protection of 
wetlands pursuant to EO 11990; (d) evaluation of 
flood hazards in floodplains in accordance with EO 
11988; (e) assurance of project consistency with 
the approved State m anagem ent program  
developed under the Coastal Zone Management 
Act of 1972 (16 U S C. §§ 1451 et seq:); (f) 
conformity of Federal actions to State (Clear Air) 
Implementation Plans under Section 176(c) of the 
Clear Air Act of 1955, as amended (42 U.S.C. $ 
7401 et seq.); (g) protection of underground sources 
of drinking water under the Safe Drinking Water

' Act of 1974, as amended, (P.L. 93-523); and (h) 
protection of endangered species under the 
Endangered Species Act of 1973, as amended, (P.L. 
93-205).

12. Will comply with the Wild and Scenic Rivers Act 
of 1968 (16 U.S.C. §§1271 et seq.) related to 
protecting components or potential components of 
the national wild and scenic rivers system.

13. Will assist the awarding agency in assuring 
compliance with Section 106 of the National 
Historic Preservation Act of 1966, as amended (16 
U.S.C. 470), EO 11593 (identification and 
protection of historic properties), and the 
Archaeological and Historic Preservation Act of 
1974 (16 U.S.C. 469a-1 et seq.).

14* Will comply with P.L. 93-348 regarding the 
protection of human subjects involved in research, 
development, and related activities supported by 
this award of assistance.

15. Will comply with the Laboratory Animal Welfare 
Act of 1966 (P.L. 89-544, as amended, 7 U.S.C. 
2131 et seq.) pertaining to the care, handling, and 
treatment of warm blooded animals held for 
research, teaching, or other activities supported by 
this award of assistance.

16. Will comply with the Lead-Based Paint Poisoning 
Prevention Act (42 U.S.C. §§ 4801 et seq.) which 
prohibits the use o f lead based paint in 
construction or rehabilitation of residence 
structures.

17. Will cause to be performed the required financial 
and compliance audits in accordance with the 
Single .Audit Act of 1984.

18. Will comply with all applicable requirements of all 
other Federal laws, executive orders, regulations 
and policies governing this program.

SIGNATURE OF AUTHORIZED CERTIFYING OFFICIAL TITLE

APPLICANT ORGANIZATION DATE SUBMITTED

SF 4246 (4-46) Back
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CERTIFICATIONS REGARDING LOBBYING; DEBARMENT, SUSPENSION AND OTHER 
RESPONSIBILITY MATTERS; AND DRUG-FREE WORKPLACE REQUIREMENTS

Applicants should refer to the regulations cited below to determine the certification to which they are required to attest Applicants 
should also review the instructions for certification included in the regulations before completing this form. Signature of this form 
provides for compliance with certification requirements under 34 CFR Part 82, "New Restrictions cm Lobbying/ and 34 CFR Part 85, 
*Govemment-wiae Debarment and Suspension (Nonprocurement} and Government-wide Requirements tor Drug-Free Workplace 
(Grants)." The certifications shall be treaded as a material representation of fact upon which reliance will be placed when the Department 
of Education determines to award the covered transaction, grant, or cooperative agreement.

1. LOBBYING
As required by Section 1352, Title 31 of theU.S. Code; and 
implemented at 34 CFR Part 82, for persons entering into a

g-ant or cooperative agreement over $100/100, as defined at 34 
FR Part 82, Sections 82.105 and 82.110, the applicant certifies 

that:
(a) No Federal appropriated funds have been paid or will be 
paid, by or on behalf of the undersigned, to any person for 
influencing or attempting to influence an officer or employee 
of any agency, a Member of Congress, an officer or employee 
of Congress, or an employee of a Member of Congress In 
connection with the making of any Federal grant, the entering 
into of any cooperative agreement, and the extension, 
continuation, renewal, amendment, or modification of any 
Federal grant or cooperative agreement;
(b) If any funds other than Federal appropriated funds have 
been paid or will be paid to any person for influencing or 
attempting to influence an officer or employee of any agency, a 
Member of Congress, an officer or employee of Congress, or an 
employee of a Member of Congress in connection with this 
Federal grant or cooperative agreement, the undersigned shall 
complete and submit Standard Form - LLL, "Disclosure Form 
to Report Lobbying," in accordance with its instructions;
(c) The undersigned shall require that the language of this 
certification be included in die award documents for all 
subawards at all tiers (including subgrants, contracts under 
grants and cooperative agreements, and subcontracts) and that 
ail subrecipients shall certify and disclose accordingly.

2. DEBARMENT, SUSPENSION, AND OTHER 
RESPONSIBILITY MATTERS
As required by Executive Order 12549, Debarment and 
Suspension, and implemented at 34 CFR Part 85, for 
prospective participants in primary covered transactions, as 
defined at 34 CFR Part 85, Sections 85.105 and 85.110 —

A. The applicant certifies that it and its principals:
(a) Are not presently debarred, suspended, proposed for 
debarment, declared ineligible, or voluntarily excluded from 
covered transactions by any Federal department or agency;
(b) Have not within a three-year period preceding this 
application been convicted of or Had a civil judgment rendered 
against them for commission of fraud or a criminal offense in 
connection with obtaining, attempting to obtain, or performing 
a public (Federal, State; or local) transaction or contract under 
a public transaction; violation of Federal or State antitrust 
statutes or commission of embezzlement, theft, forgery, 
bribery, falsification or destruction of records, making false 
statements, or receiving stolen property;
(c) Are not presently indicted for or otherwise criminally or 
civilly dunged by a governmental entire (Federal, State, or 
local) with commission of any of the offenses enumerated in 
paragraph (l)(b) of this certification; and

(d) Have not within a three-year period preceding this 
application had one or more public transactions (Federal, State, 
or local) terminated for cause or default; and

B. Where the applicant is unable to certify to any of the 
statements in this certification, he or she shall attach an 
explanation to this application.

3. DRUG-FREE WORKPLACE 
(GRANTEES OTHER THAN INDIVIDUALS)
As required by the Drug-Free Workplace Act of 1988, and 
implemented at 34 CFR Tart 85, Subpart F, for grantees, as 
denned at 34 CFR Part 85, Sections 85.605 and 85.610—

A. The applicant certifies that it will or will continue to 
provide a drug-free workplace by:

(a) Publishing a statement notifying employees that the 
unlawful manufacture, distribution, dispensing, possession, or 
use of a controlled substance to prohibited in the grantee's 
workplace and specifying the actions that will be taken against 
employees for violation of such prohibition;

(b) Establishing an on-going drug-free awareness program to 
inform employees about—
(1) The dangers of drug abuse in the workplace;
(2) The grantee's policy of maintaining a drug-free workplace;

(3) Any available drug counseling, rehabilitation, and 
employee assistance programs; and
(4) The penalties that may be imposed upon employees for 
drug abuse violations occurringln the workplace;

(c) Making it a requirement that each employee to be engaged 
in the performance of the grant be given a copy of the 
statement required by paragraph (a);

(d) Notifying the employee in the statement required by 
paragraph (a) that, as a condition of employment under the 
grant, the employee will—

(1) Abide by the terms of the statement; and
(2) Notify the employer in writing of hto or her conviction for a 
violation of a criminal drug statute occurring in the workplace 
no later than five calendar days after such conviction;

(e) Notifying the agency, in uniting, within 10 calendar days 
after receiving notice under subparagraph (dX2) from an 
employee or otherwise receiving actual notice of such 
convictfon. Employers of convicted employees must provide 
notice, including position title, to: Director, Grants and 
Contracts Service; US. Department of Education, 400 
Maryland Avenue, S.W. (Room 3124, GSA Regional Office
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Building No. 3), Washington, DC 20202-4571. Notice shall in
clude the identification numbers) of each affected grant; -

(f) Taking one of the following actions, within 30 calendar days 
of receiving notice under subparagraph (d)(2), with respect to 
any employee who is so convicted—
(1) Taking appropriate personnel action against such an 
employee, up to and including termination, consistent with the 
requirements of the Rehabilitation Act Of 1973, as amended; or

(2) Requiring such employee to participate satisfactorily in a 
drug aouse assistance or rehabilitation program approved for 
such purposes by a Federal, State, or local wealth, law enforce
ment, or other appropriate agency;
(g) Making a good faith effort to continueto maintain a drug- 
free workplace through implementation of paragraphs (a),
<b), (c), (d), (e), and (0.

B. The grantee may insert in the space provided below the 
site(s) for the performance of wor* done in connection with the 
specific grant:

Place of Performance (Street address, dty, county, state, zip 
code)

Check Q  if there are workplaces on file that are not identified 
here.

DRUG-FREE WORKPLACE 
(GRANTEES WHO ARE INDIVIDUALS)

As required by the Drug-Free Workplace Act of 1988, and 
implemented at 34 CFR Part 85, Subpart F, for grantees, as 
denned at 34 CFR Part 85, Sections 85.605 and 85.610 —

A. As a condition of the grant, 1 certify that I will not engage 
in the unlawful manufacture, distribution, dispensing, pos
session, or use of a controlled substance in conducting any 
activity with the grant; and

B. If convicted of a criminal drug offense resulting from a 
violation occurring during the conduct of any grant activity, 
I will report the conviction, in writing, within 10 calendar 
days of the conviction, to: Director, Grants and Contracts 
Servie ,̂ Ü S  Department of Education, 400 Maryland 
Avenue, S.W. (Room 3124, GSA Regional Office Building 
No. 3), Washington, DC 20202-4571. Notice shall include 
the identification numberis) of each affected grant

As the duly authorized representative of die applicant, I hereby certify that the applicant will comply with the above certifications.
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Certification Regarding Debarment, Suspension, Ineligibility and 
Voluntary Exclusion — Lower Tier Covered Transactions

This certification is required by the Department of Education regulations implementing Executive Order 
12549, Debarment ana  Suspension, 34 CFR Part 85, for all lower tier transactions meeting the threshold 
and tier requirements stated at Section 85.110.

Instructions for Certification
1. By signing and submitting this proposal, the 
prospective lower tier participant is providing the 
certification set out below.

2. The certification in this clause is a material 
representation of fact upon which reliance was placed 
when this transaction was entered into. If it is later 
determined that the prospective lower tier participant 
knowingly rendered an erroneous certification, in 
addition to other remedies available to the Federal 
Government, the department or agency with which 
this transaction originated may pursue available 
remedies, including suspension and/or debarment.

3. The prospective lower tier participant shall provide 
immediate written notice to the person to which this 
proposal is submitted if at any time the prospective 
lower tier participant learns that its certification was 
erroneous when submitted or has become erroneous 
by reason of changed circumstances.

4. The terms "covered transaction," "debarred," 
"suspended," "ineligible," "lower tier covered 
transaction," "participant," "person," "primary covered 
transaction," "principal," "proposal,” and "voluntarily 
excluded," as used in this clause, have the meanings 
set out in the Definitions and Coverage sections of 
rules implementing Executive Order12549. You may 
contact the person to which this proposal is submitted 
for assistance in obtaining a copy of those regulations.

5. The prospective lower tier participant agrees by 
submitting this proposal that, should the proposed 
covered transaction be entered into, it shall not 
knowingly enter into any lower tier covered 
transaction with a person Who is debarred, 
suspended, declared ineligible, or voluntarily 
excluded from participation in this covered 
transaction, unless authorized by the department or 
agency with which this transaction originated.

6. The prospective lower tier participant further 
agrees by submitting thisproposal that it will 
include the clause titled "Certification Regarding 
Debarment, Suspension, Ineligibility, ana Voluntary 
Exclusion-Lower Tier Covered Transactions," 
without modification, in all lower tier covered 
transactions and in all solicitations for lower tier 
covered transactions.

7. A participant in a covered transaction may rely 
upon a certification of a prospective participant in a 
lower tier covered transaction that it is not 
debarred, suspended, ineligible, or voluntarily 
excluded from the covered transaction, unless it 
knows that the certification is erroneous. A 
participant may decide the method and frequency 
by which it determines the eligibility of its 
principals. Each participant may, but is not 
required to, check the Nonprocurement List.

8. Nothing contained in the foregoing shall be 
construed to require establishment of i system of 
records in order to render in good faith the 
certification required by this clause. The knowledge 
and information of a participant is not required to 
exceed that which is normally possessed by a 
prudent person in the ordinary course of business 
dealings.

9. Except for transactions authorized under 
paragraph 5 of these instructions, if a participant in 
a covered transaction knowingly enters into a lower 
tier covered transaction with a person who is 
suspended, debarred, ineligible, or voluntarily 
excluded from participation in this transaction, in 
addition to other remedies available to the Federal 
Government, the department or agency with which 
this transaction originated may pursue available 
remedies, including suspension and/or debarment.

Certification

(1) The prospective lower tier participant certifies, by submission of this proposal, that neither it nor its 
principals are presently debarred, suspended, proposed for debarment, declared ineligible, or 
voluntarily excluded from participation in this transaction by any Federal department or agency.

(2) Where the prospective lower tier participant is unable to certify to any of the statements in this 
: certification, such prospective participant shall attach an explanation to this proposal.

NAME OF APPLICANT PR/AWARD NUMBER AND/OR PROJECT NAME

PRINTED NAME AND TITLE OF AUTHORIZED REPRESENTATIVE

SIGNATURE DATE
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DISCLOSURE OF LOBBYING ACTIVITIES Approved by OMB
0300844

Complete this form to oBscJose lobbying activities pursuant to 31 U.S.C 1352 
(See reverse for public burden disclosure.)

1. Type of Federal Action:

□ a. contract
b. grant
c. cooperative agreement
d. loan
e. loan guarantee
f. loan insurance

2. Status of Federal Action:

""""I a. bid/offer/application 
b. initial award 
c  post-sward

3. Report Type:

□ a. initial Sling
b. material change

For Material Change Only: 
year ■ quarter 
date of last report ___

4. Name and Address of Reporting Entity:

□  Prime O Subawardee
Tier _____, if  kno w n:

5. H Reporting Entity in No. 4  is Subawardee. Enter Name 
and Address of Prime:

6.

Congressional District, if know n:______ ______________ _

Federal Deparfment/Agency: 7.
Congressional District, if  know n: 

Federal Program Name/Description:

8. Federal Action Number, if know n : 9.

CFDA Number, if  applicable.

Award Amount, if k n o w n ;

$

10. a. Name and Address ol Lobbying Entity 
Uf individual, last name, first name. M lh

b. Individuals Performing Services (including address if 
different from  N o . 10a7 
Hast name, first name. M lh

(attach Continuation Shteilsf Sf-tLL-A  if necessity)

11. Amount of Payment (check all that apply)-. : 13. Type of Payment (check all that applyh

S □  actual □  planned □  a. retainer

12. Form of Payment (check all (hat applyl: □  c. commission
□  a. cash □  d. contingent fee

□  b. in-kind; specify: nature □  e. deferred

value
O f. other; specify:

14. Brief Description of Services Performed or to be Performed and Date(s) of Service, including officerisl. empioyee<s). 
or Member!*) contacted, for Payment Indicated in Item 11:

(attach Continuation Sheet (si SF-LU-A. if necessary!

15. Continuation Sheet(s) SF-LLL-A attached: □  Yes □  No

14. infcwntation rrq a ral ad «toau ft t  M a  tona te authorfaad by Oda >f U .S.C  
•ación 11S2. Thé» dncknurv c t tabtojwig a c tn t im  ó  a m atadal rapiaaanm lon Signature:
<á Ik i upan wtoch «cianea w at placad by th a  liar abo«« « h a n  «toa 
uam action « a s  atada o» am arad Vito Dua d n d oau rao  raqutrad puw uon «o 
)1  U S.C. 1JS2. IM t M orm ation a i  ha «aportad M d ía C i p a «  «and- 
a n n u a lly and a i  ba awailabia tor pubbc impacOon. Anp ponan « h a  W h lo  
toa «ha raquiiad dhdoaura «h ai ha tubjaet lo  a  d v i penalty o l ñor Ion  «toan 
$10.000 and no« m ar» «han ncK M H O toraachiuch to to ra.

P r in t  N a m « ;

Tule:

Telephone No¿ Date:

Federal Use O n lyQ - ¡¡¡¡I  / . : H l i l i A tid io riu d  lo *  L o cal R ep ro d u ctio n  
S tan d ard  F orm  -  UJL
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INSTRUCTIONS FOR COMPLETION OF SF-LLL, DISCLOSURE OF LOBBYING ACTIVITIES

This disclosure form shall be completed by the reporting entity, whether subawardee or prime Federal recipient, at the 
initiation or receipt of a covered Federal action, or a material change to a previous filing, pursuant to title 31 U.S.C. 
section 1352. The filing of a form is required for each payment or agreement to make payment to any lobbying entity for 
influencing or attempting to influence an officer or employee of any agency, a Member of Congress, an officer or 
employee of Congress, or an employee of a Member of Congress in connection with a covered Federal action. Use the 
SF-LLL-A Continuation Sheet for additional information if the space on the form is inadequate. Complete all items that 
apply for both the initial filing and material change report. Refer to the implementing guidance published by the Office of 
Management and Budget for additional information.

1. identify the type of covered Federal action for which lobbying activity is and/or has been secured to influerice the 
outcome of a covered Federal action.

2. Identify the status of the covered Federal action.

3. Identify the appropriate classification of this report. If this is a followup report caused by a material change to the 
information previously reported, enter the year and quarter in which the change occurred. Enter the date of the last 
previously submitted report by this reporting entity for this covered Federal action.

4. Enter the full name, address, city, state and zip code of the reporting entity. Include Congressional Distric., if 
known. Check the appropriate classification of the reporting entity that designates if it is, or expects to be, a prime 
or subaward recipient. Identify the tier of the subawardee, e.g., the first subawardee of the prime is the 1st tier. 
Subawards include but are not limited to subcontracts, subgrants and contract awards under grants.

5. If the organization filing the report in item 4 checks "Subawardee", then enter the full name, address, city, state and 
zip code of the prime Federal recipient, include Congressional District, if known.

6. Enter the name of the Federal agency making the award or loan commitment. Include at least one organizational 
level below agency name, if known. For example, Department of Transportation, United States Coast Guard.

7. Enter the Federal program name or description for the covered Federal action (item 1). If known, enter the full 
Catalog of Federal Domestic Assistance (CFDA) number for grants, cooperative agreements, loans, and loan 
commitments.

8. Enter the most appropriate Federal identifying number available for the Federal action identified in item 1 (e.g., 
Request for Proposal (RFP) number; Invitation for Bid (IFB) number; grant announcement number; the contract, 
grant, or loan award number; the application/proposal control number assigned by the Federal agency). Include 
prefixes, e.g., ,,RFP-DE-90-001.M

9. For a covered Federal action where there has been an award or loan commitment by the Federal agency, enter the 
Federal amount of the award/loan commitment for the prime entity identified in item 4 or 5.

10. (a) Enter the full name, address, city, state and zip code of the lobbying entity engaged by the reporting entity
identified in item 4 to influence the covered Federal action.

(b)Enter the full names of the individual(s) performing services, and include full address if different from 10 (a).
Enter Last Name, First Name, and Middle Initial (Ml).

11. Enter the amount of compensation paid or reasonably expected to be paid by the reporting entity (item 4) to the 
lobbying entity (item 10). Indicate whether the payment has been made (actual) or will be made (planned). Check 
all boxes that apply. If this is a material change report enter the cumulative amount of payment made or planned 
to be made.

12. Check the appropriate box(es). Check all boxes that apply. If payment is made through an in-kind contribution, 
specify the nature and value of the in-kind payment

13. Check the appropriate box(es). Check all boxes that apply. If other, specify nature.

14. Provide a specific and detailed description of the services that the lobbyist has performed, or will be expected to 
perform, and the date(s) of any services rendered. Indude all preparatory and related activity, not just time spent in 
actual contact with Federal offidals. Identify the Federal offidal(s) or employee(s) contacted or the officerfs), 
employee(s), or Members) of Congress that were contacted.

15. Check whether or not a SF-LLL-A Continuation Sheetfs) is attached.

16. The certifying offidal shall sign and date the form, print his/her name, title, and telephone number.

Public reporting burden lor this collection of information is estimated to avenge 30 mintues per response, including time for reviewing 
instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of 
information. Send comments regarding the burden estimate or any other aspect of this collection of information, including suggestions 
for reducing this burden, to the Office of Management and Budget Paperwork Reduction Project (03404)046), Washington, D.C. 20S03.
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DISCLOSURE O F LOBBYING ACTIVITIES
CONTINUATION SHEET

Reporting Entity; '_______  Pfcge oI

FR Doc. 91-6631 Filed 4-11-91; &45amJ Iw le a l topredwcdee
Standard Perm • LUM

BILLING CODE 4 0 0 0 -0 1-C
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Notice
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Health Care Financing Administration

[BPD-648-FN]

RiN 0938-AE96

Medicare Program; Criteria for 
Medicare Coverage of Adult Liver 
Transplants

AGENCY: Health Care Financing 
Administration (HCFA), HHS.
ACTION: Final notice.

s u m m a r y : This notice provides for 
Medicare coverage of liver 
transplantations in adults under certain 
circumstances. We are providing 
coverage for adult liver transplants 
based on our determination that liver 
transplants are medically reasonable 
and necessary services if furnished to 
adult patients with certain conditions 
and if furnished by particpating facilities 
that meet specific criteria, including 
patient selection criteria.
FOR FURTHER INFORMATION CONTACT: 
Vilis Kilpe, M.D., (301) 966-9365. 
e f f e c t iv e  d a t e : This notice is effective 
on April 12,1991, and permits, under 
certain circumstances, coverage of adult 
liver transplants as early as March 8, 
1990, which was the date of publication 
of the proposed notice. Section VII of 
this notice contains a detailed 
discussion of the effective dates of 
coverage.
SUPPLEMENTARY INFORMATION:

I. Background
Administration of the Medicare 

program is governed by the Medicare 
law, title XVIII of the Social Security 
Act (the Act). The Medicare law 
provides coverage for broad categories 
of benefits, including inpatient and 
outpatient hospital care, skilled nursing 
facility (SNF) care, home health care, 
and physicians’ services. It places 
general and categorical limitations on 
the coverage of the services furnished 
by certain health care practitioners, 
such as dentists, chiropractors, and 
podiatrists, and it specifically excludes 
some categories of services from 
coverage, such as cosmetic surgery, 
personal comfort items, custodial care, 
routine physical checkups, and 
procedures that are not reasonable and 
necessary for diagnosis or treatment of 
an illness or injury. The statute also 
provides direction as to the manner in 
which payment is made for Medicare 
services, the rules governing eligibility 
for services, and the health, safety and 
quality standards to be met in

institutions furnishing services to 
Medicare beneficiaries.

The Medicare law does not, however, 
provide an all-inclusive list of specific 
items, services, treatments, procedures, 
or technologies covered by Medicare. 
Thus, except for the examples of 
durable medical equipment in section 
1861 (m) of the Act, and some of the 
medical and other health services listed 
in sections 1861(s) and 1862(a) of the 
Act, the statute does not specify medical 
devices, surgical procedures, or 
diagnostic or therapeutic services that 
should be covered or excluded from 
coverage.

The intention of Congress, at the time 
the Medicare Act was enacted in 1965, 
was that Medicare would provide health 
insurance to protect the elderly or 
disabled from the substantial costs of 
acute health care services, principally 
hospital care. The program was 
designed generally to cover services 
ordinarily furnished by hospitals, SNFs, 
and physicians licensed to practice 
medicine. Congress understood that 
questions as to coverage of specific 
services would invariably arise and 
would require specific coverage 
decisions by those administering the 
program. It vested in the Secretary the 
authority to make those decisions,

Section 1862(a)(1)(A) of the Act 
prohibits payment for any expenses 
incurred for items or services “which are 
not reasonable or necessary for the 
diagnosis or treatment of illness or 
injury or to improve the functioning of a 
malformed body member.” We have 
interpreted this statutory provision to 
exclude from Medicare coverage those 
medical and health care services that 
have not been demonstrated by 
acceptable clinical evidence to be safe 
and effective. Effectiveness in this 
context is defined as the probability of 
benefit to individuals from a medical 
item, service, or procedure for a given 
medical problem under average 
conditions of use, that is, day-to-day 
medical practice. On January 30,1989, 
we published a notice of proposed 
rulemaking in the Federal Register (54 
FR 4302) which describes the process we 
use in reaching new coverage decisions 
and reevaluating coverage decisions 
already made. That notice includes a 
discussion of our reliance on the Office 
of Health Technology Assessment 
(OHTA) of the Public Health Service 
(PHS) for medical and scientific advice. 
These functions continue to be 
performed by the OHTA, which is now 
within the PHS’ Agency for Health Care 
Policy and Research.

OHTA conducted an assessment of 
liver transplantation in 1983. At that 
time, the procedure was determined to

be experimental in adults because its 
safety and efficacy had not been 
demonstrated. However, liver 
transplantation to treat children with 
extrahepatic biliary atresia and other 
end-stage liver disease was considered 
safe and effective. Therefore, based on 
its “reasonable and necessary” criteria, 
the Department concluded that liver 
transplantation in children should be 
covered by Medicare and that liver 
transplantation in adults (age 18 and 
above) should not be covered. Although 
few children requiring this procedure 
have been eligible for Medicare benefits, 
the Medicare decision probably served 
to encourage Medicaid and private 
insurers to provide coverage for some 
children requiring liver transplantation.

In 1986, the Department of Health and 
Human Services’ Task Force on Organ 
Transplantation issued a report 
recommending that Medicare provide 
coverage for liver transplantation in 
adults. Subsequently, HCFA asked the 
PHS, through OHTA, to review the 
scientific evidence for the safety and 
effectiveness of this procedure.

OHTA reported that since the 1983 
assessment, there has been a substantial 
increase in the clinical experience with 
liver transplantation in the United 
States as well as Europe. More than 
3,500 transplants have been carried out 
in the United States. OHTA derived the 
evidence for the safety and 
effectiveness of this procedure from 
clinical case reports and from outcomes 
data published in scientific journals. In 
the OHTA assessment, the amount of 
experience with transplantation for a 
given condition and the 5-year survival 
rate were important considerations. In a 
few instances, the 5-year survival rate is 
so high that coverage has been 
recommended by the PHS despite 
limited experience.

Based on their review of data, the 
PHS experts have recommended that 
orthotopic adult liver transplantation is 
safe and effective in the treatment of 
end-stage liver disease when performed 
in facilities that meet certain criteria 
and for patients with one of the 
following specific conditions:
Primary biliary cirrhosis;
Primary sclerosing cholangitis; 
Postnecrotic cirrhosis, hepatitis B

surface antigen negative;
Alcoholic cirrhosis;
Alpha-1 antitrypsin deficiency disease; 
Wilson’s disease; or 
Primary hemochromatosis.

Available evidence does not indicate 
at this time that liver transplantation is 
effective in treating adult patients with 
primary or metastatic malignancies of
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the liver. Consequently, the PHS does 
not recommend Medicare coverage, at 
this time, for liver transplantation 
performed on patients with these 
conditions. Also, coverage of liver 
transplantation was not recommended 
for patients with other conditions 
because there is insufficient information 
to reach conclusions about 
effectiveness.

The PHS also has concluded that 
survival rates are associated with the 
condition of the patient at the time of 
surgery and the characteristics of the 
treatment facility. Therefore, the 
recommendations include specific 
criteria for selecting patients who might 
be candidates for surgery and 
identifying facilities where the 
procedure can be performed safely and 
effectively.

On March 8,1990, we published notice 
of our intent to provide coverage of liver 
transplantations in adults under certain 
circumstances (55 FR 8545).

II. Summary of Provisions of Proposed 
Notice

In the proposed notice, we announced 
our intent to issue a national coverage 
decision, under section 1862(a)(1)(A) of 
the Act, that, for Medicare coverage 
purposes, liver transplants in adults 
with certain specified conditions are 
medically reasonable and necessary if 
performed in facilities that meet certain 
criteria and that are approved by the 
Secretary for liver transplants. We 
proposed that, for facilities that are 
approved. Medicare would cover under 
Part A (Hospital Insurance) all 
medically reasonable and necessary 
inpatient services. For facilities 
receiving Medicare payment under thé 
Medicare prospective payment system, 
we proposed to use the diagnosis related 
group (DRG) classification 478 with a 
relative weight of 21.000 and a 64-day 
outlier threshold.

We also proposed the following:
• The application procedure.
• The process for review and 

approval of facilities.
• Guidelines for patient selection 

criteria.

III. Discussion of Comments
We received 66 timely items of 

correspondence in response to the 
proposed notice. Of these, 29 were from 
hospitals and transplant centers, 16 
were from professional associations, 12 
were from Health Maintenance 
Organizations (HMOs) and other risk 
contractors, 4 were from government 
entities, and 5 were from private 
citizens. The comments ranged from 
general support or opposition to the 
proposed coverage of liver transplants

to very specific questions or comments 
related to the list of indications for 
whick liver transplants will be covered. 
A summary of the comments, and our 
responses to them, follow.

A. Coverage Issues
Comment: Several commentera 

objected to the waiting period of 29 
months between the onset of a disability 
and the beginning of Medicare coverage 
for a disabled individual. They thought a 
waiting period of 29 months is too long.

Response: This requirement is based 
on sections 223(c)(2) and 226(b)(2)(A) of 
the Act and is not a requirement 
adopted specifically for liver transplant 
recipients. Under section 226(b)(2)(A) of 
the Act, a Social Security disability 
beneficiary must receive disability 
insurance benefits under Social Security 
for 24 months before becoming entitled 
to Medicare benefits. In addition, 
section 223(c)(2) of the Act provides that 
the beneficiary must serve a 5-month 
waiting period from the date of onset of 
disability before cash benefits begin. It 
is true that thi3 statutory waiting period 
for Medicare coverage on account of 
disability would disadvantage an 
individual who requires a transplant 
before completion of the waiting period. 
However, this result flows directly from 
the general provisions relating to 
Medicare eligibility and is not particular 
to transplant recipients. Our decision to 
extend coverage to liver transplants 
does not change any statutory 
provisions regarding either coverage or 
eligibility.

Comment: Several commentera 
thought that Medicare should provide 
coverage and payment for 
immunosuppressive therapy for as long 
as a patient remains a Medicare 
beneficiary.

Response: Section 9335(c)ofthe 
Omnibus Budget Reconciliation Act of 
1986 (Pub. L. 99-509) amended section 
1861(s) of the Act to provide for the 
coverage of immunosuppressive drugs 
under Medicare, beginning January 1, 
1987, for up to 1 year following the date 
of a Medicare-covered transplant. (We 
have implemented these new coverage 
provisions to permit coverage of 
immunosuppressive drugs for up to 1 
year following the date of discharge 
from an inpatient hospital stay dining 
which a covered transplant was 
performed.) Congress would have to 
change the law to provide coverage of 
immunosuppressive drugs for more than 
1 year.

B. Clinical Conditions
Comment: Of the 66 commentera 

responding to the notice, 7 objected to 
including alcoholic cirrhosis as a

covered indication. One other 
commenter thought it should be a low 
priority indication. The various reasons 
for the objections included: There is no 
guarantee that abstinence would be 
maintained or that the transplant 
candidate would comply with the 
immunosuppressive therapy; the 
condition is clearly a self-inflicted 
complication resulting from a chosen 
lifestyle; coverage would undermine 
efforts at treatment and rehabilitation of 
alcoholics; and coverage would be a 
misallocation of government funds.

Response: We do not agree that 
coverage of transplants for individuals 
with alcoholic cirrhosis should be 
excluded. As mentioned in the proposed 
notice, available data suggest that the 
procedure is safe and effective for these 
patients under specified conditions. In 
these cases, we would require that the 
patient meet the hospital’s requirement 
for abstinence and have documented 
evidence of the social support essential 
to assure both recovery from alcoholism 
and compliance with 
immunosuppressive therapy.

Comment: In the proposed notice we 
indicated that Medicare provides for 
coverage of liver transplantation for 
children under age 18 with extrahepatic 
biliary atresia. Several commentera 
thought that Medicare should provide 
for coverage of liver transplantation for 
children for other indications.

Response: The statement regarding 
coverage of liver transplantation for 
children with extrahepatic biliary 
atresia does not reflect the entire 
Medicare coverage policy as stated in 
our manual instruction to our 
contractors. The statement should have 
said that coverage is provided for 
children with extrahepatic biliary 
atresia or any other form of end-stage 
liver disease, except that coverage is not 
provided for children with a malignancy 
extending beyond the margins of the 
liver or those with persistent viremia.

Comment: We had proposed portal 
vein thrombosis as a contraindication to 
liver transplantation. Several 
commentera felt that portal vein 
thrombosis should not be included as a 
contraindication.

Response: We agree with these 
commentera. We now have information 
from transplant surgeons that indicates 
that unless the entire abdominal venous 
system is thrombosed, successful 
transplantation can be carried out in the 
presence of portal vein thrombosis. 
Furthermore, OHTA had reported in its 
assessment report that portal vein 
thrombosis was only a relative 
contraindication in candidates for liver 
transplantation. We have, therefore,
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deleted portal vein thrombosis from our 
guidelines for patient selection (section 
H.E. in the proposed notice, section V.E. 
in this final notice).

Comment: Nearly half of the 
commentera indicated that the list of 
covered conditions for liver 
transplantation is too restrictive and 
that it does not include conditions such 
as fulminant hepatic failure, Budd-Chiari 
syndrome, etc. Many of these 
commentera believed that liver 
transplants should be covered for all 
end-stage liver diseases, except for 
patients with primary or metastatic 
malignancies of the fiver. r

Response: As explained in the notice, 
the data available to us suggest that the 
coverage of livèr transplantation for the 
listed indications is safe and effective.
In order to determine what other clinical 
conditions should be covered by 
Medicare, we will continue to collect 
data and clinical information on these 
and other conditions and in the future 
will request that the PHS’s Agency for 
Health Care Policy and Research review 
the data to determine if any revision to 
the current list of covered conditions is 
necessary.

Com m ent One commenter pointed out 
that hepatitis B, antigen negative is not a 
disease and that what was probably 
meant was “hepatitis B, antigen 
negative postnecrotic cirrhosis” which 
the commenter called “an awkward 
phrase for cryptogenic cirrhosis.” The 
commenter stated that these terms refer 
to end-stage cirrhosis in which a specific 
étiologie diagnosis has not been made. 
Furthermore, the commenter indicated 
that most cases of cryptogenic cirrhosis 
represent the end stage of autoimmune 
hepatitis or chronic non-A, non-B (type 
C) hepatitis.

Response: Review of the original 
medical journal article (Iwatsuki, S. et 
al., “Experience in 1000 Liver 
Transplants Under Cyclosporine-Steroid 
Therapy: A Survival Report.” 
Transplantation Proceedings 1988, Vol 
XX, Supplement 1 (February), pp 498- 
504) referenced in the OHTA 
Assessment of Liver Transplantation 
indicates that the category of 
postnecrotic cirrhosis included chronic 
active hepatitis and cryptogenic 
cirrhosis. Furthermore, the hepatitis B 
antigen referenced in the article was 
hepatitis B surface antigen (HBsAg). We 
have therefore revised the clinical 
indication, “hepatitis B, antigen negative 
(postnecrotic cirrhosis)” to read 
“postnecrotic cirrhosis, hepatitis B 
surface antigen negative,”

We recognize that there are various 
classifications of liver disease and that 
a variety of terms are used to describe 
cirrhosis. The term “postnecrotic

cirrhosis" may not be entirely 
satisfactory: however, it is used in the 
medical literature and refers to cirrhosis 
of varied etiology and characterized 
pathologically by a shrunken liver 
containing laige areas of collapse, broad 
scars, and regenerating nodules up to 
several centimeters in diameter. The 
postnecrotic cirrhosis may be due to 
viruses, drugs, toxins and/or other 
diseases. Anyone who has been found 
to be hepatitis B surface antigen 
negative and has been diagnosed on 
pathological examination to be cirrhotic, 
notwithstanding the cause of the 
postnecrotic cirrhosis, would fall within 
this classification.

Com ment Several commenters 
thought that the need for or prior 
transplantation of a second organ, in 
particular, a kidney, should not be a 
contraindication to a liver transplant 
They argued that combined kidney/liver 
transplants have been performed 
successfully.

Response: We disagree with this 
comment. There is not enough data 
available on multi-organ 
transplantations to fully evaluate their 
success, and we, therefore, did not 
consider these types of transplants in 
conjunction with the publication of this 
notice. We will continue to follow the 
issue of multi-organ transplantation.
C. Patient Selection Criteria

Com m ent Several commenters 
suggested that we specify that there be 
no required period of abstinence for 
those transplant candidates diagnosed 
as having alcoholic cirrhosis.

Response: We disagree with this 
suggestion. We believe the transplant 
surgeon and the rest of the team are best 
qualified to determine the suitability of 
a patient to receive a transplant, and 
this includes making a decision 
regarding the need for a period of 
abstinence.
D. Facility Requirement

Comment Several commenters 
requested that we require hospitals to 
include a physician who is an expert in 
alcoholism and/or a psychiatrist on the 
transplant team.

Response: We disagree that this 
should be a requirement for hospitals. 
We have no objection to a hospital 
including a physician who is an expert 
in alcoholism or including a psychiatrist, 
but we do not believe it should be 
required to do so.

Comment: One commenter who 
agreed with including alcoholic cirrhosis 
as a covered indication for 
transplantation suggested, however, that 
HCFA limit funding for these types of 
transplantation to those facilities that

have experience in attempting to 
transplant these patients and that the 
facilities be required to maintain a 
registry in order to permit the 
expeditious assessment of efficacy 
rates.

Response: We disagree with this 
approach. The reason alcoholic cirrhosis 
and all the other listed indications are 
covered is because the information and 
data collected on these indications have 
shown that a reasonable success rate 
has been demonstrated. We have 
established that transplantations for 
these indications are reasonable and 
necessary based on these results; we 
have found no basis for coverage 
distinctions among these indications. A 
liver registry is maintained under 
contract with the United Network for 
Organ Sharing, Inc.

Comment We invited comment on the 
feasibility of specific facility criteria for 
coverage of liver transplantation in 
children. Several commenters responded 
to this request and asked that we 
develop special criteria for pediatric 
hospitals because they were concerned 
that adoption of the provisions of this 
notice by other third party payers could 
adversely affect pediatric liver 
transplant programs.

Response: As stated above, we 
specifically invited comment on the 
feasibility of pediatric facility criteria. 
Issues have arisen in the past with 
respect to coverage of pediatric 
transplants. When we formulated our 
policies with regard to Medicare 
coverage of heart transplants, there was 
concern that children would be 
disadvantaged by policies that were 
established for coverage of heart 
transplants in adults. These issues have 
arisen again as we finalize our policy 
with respect to adult liver transplants.

Congress itself addressed the 
concerns regarding pediatric heart 
transplants. It enacted section 4009(b) of 
the Omnibus Budget Reconciliation Act 
of 1987 (Pub. L. 100-203) which 
essentially deemed pediatric facilities to 
be certified as heart transplant facilities 
if they met certain specified conditions. 
After careful consideration of the 
comments received on this notice and 
our experience with the criteria for 
pediatric heart transplant facilities, we 
are adopting the same criteria and are 
applying them to pediatric liver 
transplant facilities. The criteria, which 
represent Congress' view of the 
appropriate contours for coverage for 
certain pediatric transplants, have 
worked successfully in the heart 
transplant program, and we believe that 
they answer the concerns of those who
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commented on pediatric liver 
transplants.

Therefore, liver transplantation will 
be covered for Medicare beneficiaries 
when performed in a pediatric hospital 
that performs pediatric liver transplants 
if the hospital submits an application 
that HCFA approves as documenting the 
following:

The hospital’s pediatric liver transplant 
program is operated jointly by the hospital 
and another facility that has been found by 
HCFA to meet the institutional coverage 
criteria in this notice; the unified program 
shares the same transplant surgeons and 
quality assurance program (including 
oversight committee, patient protocol, and 
patient selection criteria); and the hospital is 
able to provide the specialized facilities, 
services, and personnel that are required by 
pediatric liver transplant patients.

We are not changing the current 
covered clinical conditions for which a 
pediatric liver transplant can be 
performed. Liver transplantation for 
children under age 18 is covered for 
those children with extrahepatic biliary 
atresia or any other form of end-stage : 
liver disease, except that coverage is not 
provided for children with a malignancy 
extending beyond the margins of the 
liver or those with persistent viremia.

Comment’ We had proposed that we 
would cover only those liver 
transplantations performed in facilities 
that demonstrate good patient outcomes, 
for example, initially a 1-year survival 
rate of 77 percent for patients receiving 
a liver transplant. Several commenters 
suggested that 77 percent was too high 
and that since even some of the larger 
transplant centers are not experiencing 
such a high rate of success as this, it 
would be even more difficult for the 
smaller centers to achieve this rate of 
success.

Response: We will retain the 77 
percent 1-year and 60 percent 2-year 
survival requirements for patients 
receiving liver transplants because data 
indicate that such outcomes have been 
achieved and are realistic for the listed 
covered indications.

Comment: Several commenters 
disagreed with the requirement of 
performing 12 transplants per year.
Some suggested the transplant rate 
should be 20-25 per year, others 
suggested it should be lower than 12 per 
year.

Response: We disagree with these 
commenters. To require more than 12 
transplants per year would i 
disadvantage some smaller transplant 
centers* and to require fewer than 12 
would mean that it would be difficult for 
a facility to gain the experience and 
demonstrate the commitment necessary 
to safely and effectively perform liver

transplants. A more detailed 
explanation of this requirement can be 
found in the OHTA assessment of liver 
transplantation mentioned in section I 
(Background) of this final notice.

Comment: One commenter said that 
there is no mention of cost containment 
relating to individual facilities. The 
commenter said that limitations should 
be spelled out and centers with high 
costs should be excluded from 
participation.

Response: Under the prospective 
payment system (PPS), the payment to 
hospitals providing liver 
transplantations to Medicare 
beneficiaries will be at an established 
rate. The proposed notice indicated that 
liver transplants would be classified 
under DRG 478 with a relative weight of 
21.0000. This relative weight was based 
on F Y 1984 Medicare bill data and 1983 
and 1984 sample claims from three 
hospitals. Since this relative weight was 
calculated, we have reclassified liver 
transplants as DRG 480 and have 
recomputed the relative weight on the 
basis of the most recent data. The FY 
1991 DRG 480 weight is 15.2645. This 
weight is based on 29 liver transplant 
cases in the FY 1989 Medicare Provider 
Analysis and Review (MEDPAR) file. 
The MEDPAR data include detailed 
information on approximately 10 million 
Medicare discharges and were used to 
calculate the liver transplant DRG 
weight and all other DRG weights. We 
have also carefully reviewed the final 
FY 1989 MEDPAR data for liver 
transplant cases to ensure that they met 
the proposed coverage criteria and were 
performed by hospitals that have the 
potential to become Medicare-approved 
transplant centers.

The methodology as described in our . 
final rule on PPS and fiscal 1991 rates 
published in the Federal Register on 
September 4,1990 (55 FR 35990) used to 
recalibrate the DRG weights requires a 
minimum of 10 cases to compute a 
reasonable DRG weight. Since the FY 
1989 MEDPAR data included more than 
10 (that is, 29) liver transplant cases that 
meet the proposed Medicare criteria for 
coverage, these cases were used to 
determine the liver transplant DRG 
weight in a manner consistent with the 
other DRG weights. The 29 liver 
transplant cases used to determine the 
DRG weight of 15.2645 include patients 
ranging in age from 23 to 69 years of age 
with only 4 patients over the age of 65.

A more detailed explanation of the 
methodology used in recomputing the 
relative weight of DRG 480 can be found 
in our final rule regarding changes to the 
inpatient hospital prospective payment 
system and fiscal year 1991 rates

published in the Federal Register on 
September 4,1990.

Comment: Several commenters 
suggested that HCFA consider adopting 
the United Network for Organ Sharing 
(UNGS) standards to approve liver 
transplant facilities under Medicare.

Response: We have not accepted this 
approach. Under section 1862 of the Act, 
we must determine what services are 
reasonable and necessary, and we are 
adopting criteria consistent with those 
that have been successfully applied for 
coverage of heart transplants. The 
criteria that we are establishing to select 
facilities in which liver transplants may 
be performed under Medicare ensure 
that these procedures will be performed 
safely and efficaciously. Although the 
criteria for experience, survival rates, 
and facility commitment are somewhat 
demanding, our goal is to maintain the 
quality of services required by this 
complex procedure. ITie approval 
process will remain open, and those 
facilities that do not now meet the 
criteria may someday do so. The reader 
should note that, under section 
1138(a)(1) of the Act, a hospital in which 
organ transplants are performed must be 
a member of, and abide by the rules and 
requirements of, the Organ Procurement 
and Transplantation Network (OPTN). 
UNOS is under contract to the 
Department to administer the OPTN.
The policies developed by UNOS are 
currently being reviewed to determine 
which of them are appropriate to 
implement as OPTN rules and 
requirements.

Comment: Several commenters 
suggested that the experience of the 
transplant team, rather than the 
experience of the facility, be used to 
determine a hospital’s fitness as a liver 
transplant center.

Response: While we understand and 
appreciate the concern that is evidenced 
by these comments, we have not been 
persuaded to change our position that 
the facility, not the team, is the proper 
repository for experience and survival 
rates. The suggestion to base experience 
on the team rather than the facility also 
relates to the issue of approval of the 
type of consortium that is designed to 
share a single transplant team that 
rotates among the member hospitals.

We believe we must evaluate 
hospitals individually and that it is 
inappropriate to apply the experience of 
one hospital’s team to another hospital 
that lacks experience but acquires the 
services of that team. Neither can we 
aggregate the experience of several 
hospitals in reviewing applications.
Each transplant facility must be willing 
and able to provide the many resources
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that are required to assure a successful 
transplant program.

While a successful liver transplant 
team is important, other factors seem to 
contribute to the development of good 
experience and survival rates. Thus, a 
facility must provide not only the 
transplant team itself, but must provide 
administrative and operational 
resources that direct and support the 
team. Our facility criteria measure a 
number of factors beyond the 
qualifications of the transplant team to  
determine the facility’s overall 
commitment to a successful transplant 
program.

In addition, the criteria, including the 
long-term survival rate, are intended to 
measure a facility’s long-range 
commitment to a liver transplant 
program. We do not believe that the 
experience of an individual or group of 
individuals is a satisfactory substitute 
for that institutional commitment 
Although the loss of key members of the 
transplant team will require a review by 
HCFA to ensure that the facility 
continues to meet the criteria, their 
acquisition by another facility should 
not, in our view, permit that other 
facility to claim the first facility's hard- 
won experience and success.

Comment: Several commenters 
objected to our prohibition of 
applications from consortia and 
believed that this type of application 
should be treated the same as individual 
applications.

Response: We disagree with this 
comment. The criteria for facility 
approval are based on the performance 
of individual liver transplant facilities. 
They are designed to ensure that 
Medicare beneficiaries receive only 
reasonable and necessary liver 
transplants, which we believe can be 
provided only at facilities with 
substantial dedication to and experience 
with the procedure. Failure to apply 
these criteria to all the individual 
members of a consortium would result 
in the loss of that assurance. Although 
we will not approve consortia as liver 
transplant centers, individual members 
of a consortium may submit individual 
applications at any time and, if they 
meet the criteria, they will be approved.

Comment: Several commenters 
requested that some type of regional 
access or allocation be allowed in order 
to ensure that there would be approved 
liver transplant centers in all regions of 
the country and that certain populations 
would not be denied access. Some 
commenters recommended waiving or 
easing the facility criteria to ensure that 
such areas and populations would have 
approved centers as soon as possible. 
Many of these commenters pointed out

that in various areas of the country 
travel distances present problems of 
time and expense, not only for the - : ' 
patient and family members, but for the 
organs being transplanted.

Response: We have not accepted 
these comments. We do not propose to 
ensure an even geographic distribution, 
nor do we propose to limit the number of 
facilities that may qualify in a given 
area. Whether a facility will be 
approved will depend upon whether the 
facility meets the coverage criteria set 
forth in this notice. We recognize the 
hardship that this may place on some 
transplant recipients and their families, 
but we do not believe our position 
adversely affects the clinical outcomes 
of the procedures. We also note that the 
issue of geographic access will probably 
diminish over time as more centers gain 
the necessary experience to meet the 
criteria.

Comment- One commenter believed 
that our criteria are too restrictive and 
limit the number of eligible providers.

Response: In the case of liver 
transplants, we have determined that, in 
carefully selected patients, managed 
according to specific protocols by 
experienced medical teams at 
institutions with a substantial 
dedication to and experience with the 
procedure, liver transplantation has 
resulted in increased life expectancy 
and in improved quality of life. We 
recognize that the proposed criteria for 
experience, survival rates, and facility 
commitment are somewhat demanding. 
However, our goal in requiring facilities 
to meet certain criteria is not to restrict 
competition but to maintain the quality 
of services required by this complex 
procedure, provide coverage of die 
benefit at facilities and under conditions 
that have been shown to be safe and 
effective, and allow entry of new 
qualified providers. We believe this 
approach is justified, particularly in 
view of the typical relationship between 
experience and quality of services.

Facilities will continue to be approved 
as they come to meet the facility criteria. 
There will be neither a cutoff date for 
receipt of applications nor a limit on the 
number of approved facilities, and 
hospitals that may initiate a liver 
transplant program may do so with the 
clear understanding of what criteria 
they will have to meet
E. HMOs, CMPs, and HCPPs

Comment: Several health maintenance 
organizations (HMOs), competitive 
medical plans (CMPs), and Health Care 
Prepayment Plans (HCPPs) contracting 
with HCFA for the care of Medicare 
benefi ciaries and one entity 
representing such organizations stated

that it is unfair to require these 
organizations to cover liver transplants 
for their Medicare enrollees. Instead, 
HCFA should administer this benefit 
separately for enrollees of such 
organizations and ail costs, including 
coinsurance and deductible costs, 
should be borne by HCFA, either as a 
separate payment or in a manner similar 
to the way Medicare hospice benefits 
are provided to the Medicare enrollees 
of HMOs and CMPs. The commenters 
suggested that if HCFA cannot pay 
separately for liver transplants and 
associated costs, it should delay the 
effective date of coverage for liver 
transplants until the 1991 contract year, 
so that organizations can adjust their 
premium and benefit levels and HCFA 
can adjust its payments to organizations 
to account for the new service.

Response: HMOs, CMPs and HCPPs 
contract with Medicare on an annual 
basis for care of Medicare beneficiaries 
who enroll with their organizations. 
HMOs and CMPs are required to furnish 
the full range of covered services under 
Parts A and B to Medicare enrollees, 
except for hospice benefits under 
section 1812(a)(4) of the A ct HCPPs 
furnish no part A services and may 
choose to cover less than the hill range 
of Part B covered services, within 
certain limitations. Beneficiaries 
enrolled in risk contracting 
organizations are required to receive all 
services covered under the plan from or 
through the organization; if this 
restriction, commonly called the lock-in 
restriction, is violated, neither the 
organization nor Medicare is required to 
pay for the service. There are no lock-in 
restrictions for enrollees of cost- 
contracting organizations.

Medicare pays HMOs and CMPs 
contracting on a risk basis amounts that 
are fixed in advance at the beginning of 
each calendar year and are based on 
average costs for similarly situated 
Medicare beneficiaries who reside in the 
counties from which the organization 
draws its enrollees, but who are not 
enrolled in the organization. Medicare 
pays an HMO, CMP, or HCPP 
contracting on a cost basis the 
reasonable costs incurred by the 
organization in furnishing covered 
Medicare services to its enrollees. In 
addition, organizations collect directly 
from beneficiaries, often by fixed 
monthly premium payments and/or 
copayments at the time of service. 
Insofar as these premium and 
copayment amounts are for Medicare 
covered services, they may not exceed 
the actuarial value, in the aggregate, of 
Medicare deductibles and coinsurance 
attributable to Medicare covered
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services. Additional amounts may be 
charged for supplemental services an 
organization chooses to include in its 
benefit plan. HMOs and CMPs are not 
permitted to increase their charges to 
Medicare enrollees or to decrease the 
scope of services offered during the term 
of the contract. HGPPs must agree not to 
charge Medicare enrollee amounts in 
excess of the applicable Medicare 
deductibles and coinsurance for covered 
services.

Medicare's payments to organizations 
contracting on a risk basis cannot be 
adjusted at the conclusion of the 
contract term to account for actual use 
of Medicare covered services by 
enrollees. Medicare's payments to cost
contracting HMOs, CMPs, and HCPPs 
are adjusted at the end of the contract 
term to account for actual use of 
services, but Medicare deducts the 
normal parts A and B deductible and 
coinsurance amounts from the 
adjustment All HCPPs and some HMOs 
and CMPs contract on a cost basis.

We cannot agree to these 
commenter8’ requests that HCFA 
exclude liver transplants and associated 
services from the scope of services that 
must be furnished by HMOs and CMPs. 
Section 1876(c)(2) of the Act provides 
that HMOs and CMPs must provide all 
services covered under Parts A and B, 
for persons entitled to Parts A and B 
respectively, that are available to 
beneficiaries residing in the geographic 
area served by the organization. A 
statutory change contained in section 
4204(c) of the Omnibus Budget 
Reconciliation Act of 1990 (Pub. L  101- 
508) provides that HMOs/CMPs 
contracting on a risk basis are not 
responsible for paying for new or 
expanded services required by a 
national coverage determination until 
the costs for those services are included 
in the Adjusted Average Per Capita Cost 
(AAPCC) calculation. This statutory 
change is effective January 1,1991. 
However, this change does not apply to 
liver transplants because the costs of 
adult liver transplants are included in 
the AAPCC calculations for 1991. Thus, 
no payment beyond the regular 
capitation amounts will be paid to risk 
HMOs and CMPs for covered adult liver 
transplants furnished to enrollees in 
1990 or in any year following. However, 
the 1990 AAPCC rate did include 
allowance for benefits including long 
term hospitalization under the Medicare 
Catastrophic Coverage Act (Pub, L. 101- 
234), which was subsequently repealed.

Coverage of liver transplants is not 
comparable to hospice benefits, and it is 
not equitable or desirable to treat them 
similarly for the purposes of HMOs and

CMPs. Hospice benefits are unique in 
that they represent an alternative form 
of treatment from regular Medicare 
program benefits, and accordingly the 
law provides that a beneficiary who 
elects hospice benefits does so in place 
of coverage of all other benefits related 
to the terminal condition. The 
beneficiary formally waives coverage of 
all Part A and B services related to his 
or her terminal condition. Regulations at 
42 CFR 417.414(a)(3) exclude hospice 
services under. Medicare from the usual 
Part A and B scope of services that must 
be provided by HMOs and CMPs. 
Medicare enrollees of HMOs and CMPs 
who elect hospice benefits under 
Medicare are, in effect, suspended from 
their enrollment in the organization for 
most Medicare services related to the 
terminal condition and instead receive 
palliative treatment only from the 
hospice. HCFA also adjusts the payment 
to the organization by subtracting the 
cost for providing Parts A and B services 
to the enrollee (called the organization’s 
adjusted community rate) from the 
monthly payment due the organization. 
If any Part A or Part B covered services 
are provided by an HMO or CMP to a 
hospice patient, such as those not 
related to the terminal condition or 
attending physician services, the HMO 
or CMP bills Medicare for them on a fee- 
for-service basis. The hospice is paid 
separately for the services it provides 
under rules at 42 CFR part 418.

HCPPs contracting with Medicare 
under section 1833(a)(1)(A) of the Act do 
not provide benefits under Part A, so 
they are not required to pay for the 
majority of services that are covered if a 
beneficiary receives a covered liver 
transplant. HCPPs will be paid 80 
percent of their reasonable costs of 
covering liver transplant-related Part B 
services, less applicable deductible 
amounts. HMOs/CMPs contracting with 
Medicare on a reasonable cost basis 
will similarly be paid the reasonable 
costs they actually incur in connection 
with covered liver transplants less 
applicable coinsurance and deductibles. 
The applicable coinsurance and 
deductibles are recouped through 
premium and other charges to 
beneficiaries. We cannot adjust risk- 
basis HMO/CMP payment amounts to 
include costs of liver transplants until 
January 1991, however, because section 
1876(a)(1)(A) of the Act requires the 
Secretary to determine payment rates 
annually in advance for each calendar 
year and does not permit retroactive 
adjustment of payment rates.

HCFA does not believe it is 
appropriate to change the effective date 
for liver transplant coverage. Section

1862(a)(1)(A) of the Act requires the 
Medicare program to pay for items and 
services that are reasonable and 
necessary for diagnosis and treatment of 
an illness or an injury. We determined 
on March 8,1990 that liver transplants 
are reasonable and necessary treatment 
under the conditions delineated in this 
notice that ensure that such services are 
safe and effective. We believe we are 
legally precluded from delaying 
coverage of these services and, thus, 
denying Medicare beneficiaries the 
benefit of this treatment for an interim 
period after we have already 
determined that such transplants are 
reasonable and necessary if performed 
under certain conditions.

Comment: An HMO suggested that 
patients requiring liver transplants 
should be barred from enrolling in an 
HMO or CMP that contracts on a risk 
basis with Medicare.

Response: Section 1876(d) of the Act 
provides that every individual enrolled 
in Parts A and B of Medicare, or Part B 
only, may enroll with any HMO or CMP 
contracting with Medicare that serves 
the geographic area in which the 
beneficiary resides, except for persons 
medically determined to have end stage 
renal disease (ESRD). Section 
1876(b)(3)(A)(i) of the Act requires that 
during any open enrollment period, 
HMOs and CMPs must accept all 
eligible individuals, up to the limits of 
their capacity and without restrictions, 
except as may be authorized in 
regulations. Regulations at 42 CFR 
417.422 define the criteria for eligibility 
to enroll in an HMO or CMP and 
exclude from eligibility persons who 
have been determined to have ESRD or 
who have elected hospice benefits under 
Medicare. Beneficiaries who have 
elected hospice benefits under 
Medicare, by definition, are expected to 
live 6 months or less. This fact, coupled 
with the requirement that beneficiaries 
elect the hospice benefit in place of 
Parts A and B services that are related 
to the terminal condition (as discussed 
above), formed the basis for our 
decision to permit HMOs and CMPs to 
deny enrollment to beneficiaries who 
have elected hospice benefits. Another 
factor is that hospice care is an election 
that may be revoked by the beneficiary 
at any time and that, if revoked, the 
beneficiary is then eligible to enroll in 
an HMO or CMP. These two instances 
are the only exceptions to the rule that 
HMOs and CMPs may not screen 
enrollees based on their health status. In 
fact, if a current enrollee of an HMO or 
CMP develops ESRD or elects the 
hospice benefit, the organization may 
not disenroll that person. The law does
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not permit health screening in part 
because our payments to HMOs and 
CMPs are based on average costs of all 
beneficiaries in the county of residence 
in the rating group (rating groups are 
based on age, sex, disability, 
institutionalization, ami welfare status). 
To permit HMOs and CMPs to disenroli 
or deny enrollment to sicker 
beneficiaries would skew payments and 
be unfair to beneficiaries.

Comment An organization 
representing HMOs, CMPs, and HCPPs 
requested that the ruling clarify that 
enrollees of organizations contracting on 
a risk basis may not refer themselves for 
liver transplants out-of-plan and that 
lock-in restrictions apply to this benefit 
This organization and several HMOs 
also requested that HCFA make an 
exception to the requirement that liver 
transplants be performed at centers 
which have been approved for that 
service, if an emergency prevents the 
procedure from being performed at a 
liver transplant center approved by 
HCFA

Response: The requirement at 42 CFR 
417.448 that the services must be 
furnished by the organization or through 
arrangements made by the organization 
applies to liver transplants.

Under 42 CFR 417.416, HMOs and 
CMPs must supply or arrange for 
Medicare-covered services to be 
provided by providers and suppliers that 
meet the Medicare conditions of 
participation and coverage. If, even on 
an emergency basis, a liver transplant 
occurs at a hospital that has not been 
approved as a Medicare liver transplant 
facility, it would not be a covered 
service. Neither Medicare nor the HMO 
or CMP would be required to pay for 
this service.

Comment: A HMO wanted to know if 
HMOs and CMPs would be held liable 
for denying liver transplants to persons 
during the period of March 8,1990 and 
the date of this final notice.

Response: No HMO or CMP will be 
subject to sanctions for failure to 
arrange for or authorize liver transplants 
to otherwise eligible enrollees for the 
period between March 8,1990 and the 
date of this notice. Risk HMOs and 
CMPs must, however, cover liver 
transplants actually received by 
enrollees if the liver transplants were 
performed after March 8,1990 at a 
transplant center which is approve by 
HCFA based on the conditions in this 
notice to perform that service, just as 
the Medicare program will cover such 
transplants for beneficiaries who are not 
enrolled in an HMO or CMP. In such 
cases, the transplant would be deemed 
to be authorized by the HMO/CMP, 
since it could not actually have been

authorized as a covered service prior to 
this notice. After the date of this notice, 
a Medicare-covered transplant will only 
be covered by a risk HMO or CMP if it 
is authorized by the HMO or CMP or if it 
is determined on reconsideration that 
coverage was improperly denied.

Comment An HMO requested that 
HCFA develop a specific rating group 
for enrolled beneficiaries who have 
undergone a liver transplant similar to 
the special rating category in effect for 
enrollees who have ESRD.

Response:  We cannot agree with this 
commenter’s request to develop a 
specific rating group for beneficiaries 
who have undergone a liver transplant 
The expansion of Medicare coverage to 
include liver transplants is not 
comparable to the situation involving 
ESRD beneficiaries. ESRD, rather than 
being a Medicare covered service, is a  
basis for Medicare entitlement Specific 
rates developed for ESRD, as for the 
aged and disabled, reflect the distinct 
category of beneficiary.

As with previous coverage 
expansions, payment for liver 
transplants will be incorporated into the 
existing per capita rating groups. 
However, if a diagnosis-related cost 
adjustment to the payment rates is later 
adopted, perhaps liver transplant 
enrollees will fall into a higher payment 
group,

F. M iscellaneous
Comment: One commenter suggested 

that since live liver donation is a viable 
option for transplantation, HCFA should 
consider providing criteria for those 
centers that wish to provide this type of 
transplantation.

Response: We have not accepted this 
coihment. Live liver donation in use for 
transplantation is still considered an 
investigational procedure, and the 
recipients are predominately children. 
We, therefore, do not feel it necessary to 
provide any criteria for this type of liver 
transplantation. In addition, the OHTA 
assessment report was based on the use 
of orthotopic adult liver 
transplantations.

Comment: One commenter suggested 
we create a conditional designation 
status for facilities that have not done 
the required number of liver transplants 
but have experience with other types of 
organ transplants.

Response: We have rejected this 
suggestion to grant conditional 
approvals to facilities that do not meet 
the required experience criteria. Such 
approvals are not consistent with the 
intent of the criteria, which is to ensure 
that Medicare beneficiaries in need of 
liver transplants receive them only in 
facilities with substantial dedication to

and experience with the procedure. 
While we agree that significant 
experience in other organ transplants is 
of value and should be taken into 
account in the review of a facility's 
application, we do not believe that other 
organ transplants are sufficiently 
analogous to liver transplants to permit 
an exception to the criteria based on the 
substitution of the experience for the 
required experience in liver transplants.

Comment: One commenter noted that 
we have stated that facility-specific 
heart transplant coverage has been a 
great success but we have not offered 
any data to support that contention.

Response: As of this writing, 46 
facilities have been approved by 
Medicare to perform heart transplants. 
Of these 48, only 13 have been 
performing Medicare-covered 
transplants for 4 years. The other 33 
have been performing them for 3 years 
or less. Therefore, we are just now 
beginning to experience the numbers of 
transplants necessary to gather 
meaningful data. The data gathering 
process has begun, and we will offer 
those data to the public at a future date.

Comment: Several commenters 
indicated that a facility 
retransplantation rate should be 
considered a critical requirement for 
approval as a liver transplant facility.

Response: We disagree with the 
notion of considering the 
retransplantation rate as a critical 
requirement because we do not have 
enough data to employ it as a qualifying 
criterion. We are, however, requiring 
reporting of the retransplantation rate 
per year for the last 2 years as part of 
the data collection requirements 
contained in section V.A 5. We have 
included this requirement to obtain a 
better overall picture of the facility’s 
experience with liver transplants.

IV. Summary of Changes
We have listed below the changes 

made from our proposal. Changes 2,3, 
and 4 are discussed in section III of this 
notice,

1. We are using the DRG classification 
480, “Liver transplants" (rather than 478, 
“Liver transplants") and have 
established a relative weight of 15.2645 
(rather than 21.000). This relative weight 
was determined using the methodology 
established by our September 4,1990 
final rule on F Y 1991 prospective 
payment rates for hospitals (55 FR 
35990).

2. We are deleting portal vein 
thrombosis, as a contraindication to 
transplant, from the guidelines for 
patient selection criteria for liver 
transplants.
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3. Our proposed notice listed 
“hepatitis B, antigen negative 
(postnecrotic cirrhosis)” as a qualifying 
clinical condition. This has been 
corrected to “postnecrotic cirrhosis, 
hepatitis B surface antigen negative”.

4. In section V.B.5 of this notice 
(which concerns experience and 
survival rates}, we are including the 
requirement that hospitals submit data 
on their retransplantation rates,
V. Provisions of This Notice

We are providing a national coverage 
decision, under section 1862(a)(1)(A) of 
the Act, that, for Medicare coverage 
purposes, liver transplants in adults 
withicertais specified conditions are 
medically reasonable and necessary if 
performed in facilities that meet certain 
criteria and are approved by HÇFA for 
liver transplants. A facility that wishes 
to obtain coverage of liver transplants 
for its Medicare patients must submit an 
application and supply documentation 
showing its initial and ongoing 
compliance with each of die criteria.

For facilities that are approved. 
Medicare will.cover under Part A 
(Hospital Insurance) all medically 
reasonable and necessary inpatient 
services. For facilities receiving 
Medicare payment under the Medicare 
prospective payment system, we will 
use DRG classification 480, “liver 

. transplants.” We have established a  
relative weight of 15.2645 for DRG 480 
and a 52-day outlier threshold. (DRG 480 
has the kighest relative weight among 
the 490 DRGs.) Organ acquisition costs 
will be paid separately on a cost basis. 
Physician services related to the 
transplant, as well as non-hospital 
services related to pre- and post
transplant care, will be covered under: 
Part B (Supplementary Medical 
Insurance) and paid based on the 
generally applicable rules for Part B. 
Outpatient, self-administrable drugs 
used in immunosuppressive therapy, 
such as cyclosporine, are covered under 
Medicare for a period of up to 1 year 
beginning with the beneficiary’s date of 
discharge from the inpatient hospital 
stay during which a covered organ 
transplant was performed. Medicare 
will cover re transplants in approved 
facilities only if the initial transplant 
Was performed for a covered condition, 
regardless of whether it was a  
Medicare-covered transplant.

If a Medicare beneficiary receives a 
covered liver transplant from an 
approved facility, reasonable and 
neeessary services for followup care 
and for complications are covered, as 
determined by our contractors, even if 
such services are furnished by a facility 
that, although eligible for Medicare

payment, is not specifically approved as 
a Medicare liver transplant facility.

Medicare will not cover liver 
transplants or retransplants in facilities 
that have not been approved as 
Medicare liver transplant facilities. If a 
Medicare beneficiary received a liver 
transplant from a facility that is not 
approved as a Medicare liver transplant 
facility or received a liver transplant for 
a condition for which a transplant Is not 
covered under Medicare, we will not 
cover any inpatient services associated 
with the transplantation procedure. In 
such cases, physician services 
associated with the transplantation 
procedure are not covered. Thus, 
payment will not be made for the 
performance of the transplant or for any 
otker services associated with the 
transplantation procedure if performed 
in a non-approved facility.

However, after a beneficiary has been 
discharged from a hospital (which was 
not approved as a Medicare liver 
transplant facility) In which he or she 
received a liver transplant, medical and 
hospital services required as a result of 
the non-covered transplant wiR be 
covered in a facility otherwise eligible 
for Medicare payment if the services are 
reasonable and necessary in all other 
respects. Thus, coverage will be 
provided for subsequent inpatient stays 
or outpatient treatment ordinarily 
covered by Medicare even if the need 
for treatment arose because of a 
previous non-covered liver transplant 
procedure. These services also will be 
covered for Medicare beneficiaries who 
were not beneficiaries at the time they 
received a liver transplant regardless of 
whether or not the transplant was 
performed at an approved facility.

Once a facility applies for approval 
and is approved as a liver transplant 
facility for Medicare purposes, it is 
obliged to report immediately to HCFA 
any events or changes that would affect 
its approved status. Specifically, a 
facility must report any significant 
decrease in the number of liver 
transplants performed or survival rates, 
the transplantation of patients who do 
not meet its patient selection criteria, 
the loss of key members of the 
transplant team, or any other changes 
that could affect the performance of 
liver transplants at the facility. Changes 
from the terms of approval may lead to 
withdrawal of approval for Medicare 
coverage of liver transplants performed 
at the facility.

A. Requirements fo r Coverage
1. Specific clinical conditions 

required fo r liver transplantation 
coverage. Medicare coverage of liver 
transplants hi adults will only be made

for those beneficiaries who meet the 
applicable criteria and who are 
diagnosed as having one of the 
following clinical conditions:

a. Primary biliary cirrhosis:
b. Primary sclerosing cholangitis;
c. Postnecrotic cirrhosis, hepatitis B 

surface antigen negative;
d. Alcoholic cirrhosis;
e. Alpha-1 antitrypsin deficiency 

disease;
f. Wilson’s disease; or
g. Primary hemochromatosis.
2. Other coverage criteria. Facilities 

must have written patient selection 
criteria for determining suitable 
candidates for liver transplants. When 
specific criteria are considered in 
connection wi th the assessment of an 
individual patient’s suitability for a liver 
transplant, we believe that liver 
transplants are medically reasonable 
and necessary. Therefore, we have 
developed patient selection guidelines 
(contained in section V.E. of this notice) 
that are a subset of the criteria that 
facilities are required to meet so that we 
may be assured of their qualifications to 
provide medically reasonable and 
necessary Kver transplants to Medicare 
patients.

B. Facility Requirements

The criteria that we will require 
facilities to meet in order to receive 
Medicare payment for liver 
transplantations follow.

1. Patient selection. A facility must 
have adequate written patient selection 
criteria and an implementation plan for 
their application.

2. Patient management. A facility 
must have adequate patient 
management plans and protocols that 
include the following;

a; Therapeutic and evaluative 
procedures for the acute and long-term 
management of a patient, including 
management of commonly encountered 
complications. The basis for confidence 
in these plans must be stated.

b. Patient management and evaluation 
during the waiting and immediate post
discharge, as well as in-hospital, phases 
of the program.

c. Long-term management and 
evaluation, including education of the 
patient, liaison with the patient’s 
attending physician, and the 
maintenance of active patient records 
for a period of at least 5 years.

3. Commitment. A facility must make 
a sufficient commitment of resources 
and planning to the liver transplant 
program to carry through its application. 
Indications of this commitment could 
include the following;
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a. Commitment of the facility to the 
liver transplant program is at all levels 
and broadly evident throughout the 
facility/(A liver transplantation program 
requires a major commitment of 
resources. They may intermittently 
include many other departments as well 
as the principal sponsoring 
departments.)

b. The facility has expertise in the 
following areas: Medical, surgical, and 
other relevant areas, particularly 
hepatology, vascular surgery, 
anesthesiology, immunology, infectious 
diseases, pulmonary diseases, 
pathology, radiology, nursing, blood 
banking, and social services. The facility 
must identify individuals in these areas 
in order to achieve an identifiable and 
stable transplant team. Responsible 
medical/surgical members of the team 
must be board certified or eligible to 
take the boards in their respective 
disciplines or have, in the opinion of the 
non-Federal experts (discussed in V.C. 
of this notice) demonstrated competence 
irrespective of board status.

(1) The component teams must be 
integrated into a comprehensive team 
with clearly defined leadership and 
corresponding responsibility.

(2) The anesthesia service must 
identify a team for transplantation that 
must be available at all times.

(3) The infectious disease service must 
have both the professional skills and 
laboratory resources needed to discover, 
identify, and manage the complications 
from a whole range of organisms, many 
of which are not commonly encountered.

(4) The nursing service must identify a 
team or teams trained not only in 
hemodynamic support of the patient, but 
also in the special problems of managing 
immunosuppressed patients.

(5) Pathology resources must be 
available for studying and reporting 
promptly the pathological responses to 
transplantation.

(6) Adequate social service resources 
must be available.

(7) Mechanisms must be in place for 
managing the liver transplant program 
that assure that—

(A) Patient selection criteria are 
consistent with those set forth in the 
facility’s written patient selection 
criteria.

(B) The facility is responsible for the 
ethical and medical considerations 
involved in the patient selection process 
and application of patient selection 
criteria.

(8) Adequate plans exist for organ 
procurement meeting legal and ethical 
criteria, as well as yielding viable 
transplantable organs in reasonable 
numbers.

4. Facility plans. The facility must 
have overall facility plans, 
commitments, and resources for a 
program that will ensure a reasonable 
concentration of experience; 
specifically, 12 or more liver 
transplantation cases per year in adults 
who have one or more of the covered 
conditions. This level of activity must be 
shown feasible and likely on the basis of 
plans, commitments, and resources.

5. Experience and survival rates. The 
facility must demonstrate experience 
and success with clinical organ 
transplantation.

The facility must have an established 
liver transplantation program with 
documented evidence of 12 or more 
adult patients, who have one or more of 
the covered conditions, in each of the 
two preceding 12-month periods.

Initially, the facility must demonstrate 
an actuarial 1-year survival rate of 77 
percent and an actuarial 2-year survival 
rate of 60 percent for adult patients who 
have one of the seven covered 
conditions and who have had liver 
transplants at that facility during the 
time the facility is calculating its 
experience and survival rates. In 
reporting their actuarial survival rates, 
facilities must use the Kaplan-Meier 
technique and must report both 1-year 
and 2-year survival rates. The following 
definitions and rules also must be used:

a. The date of transplantation (or, if 
more than one transplantation is 
performed, the date of the first 
transplantation) must be the starting 
date for calculation of the survival rate.

b. For those dead, the date of death is 
used, if known. If the date of death is 
unknown, it must be assumed as 1 day 
after the date of the last ascertained 
survival.

c. For those who have been 
ascertained as surviving within 60 days 
before the fiducial date (the point in 
time when the facility’s survival rates 
are calculated and its experience is 
reported), survival is considered to be 
the date of the last ascertained survival, 
except for patients described in 
paragraph (e) below.

Note: The fiducial date cannot be in the 
future; it must be within 90 days before the 
date we receive the application.

d. Any patient who is not known to be 
dead but whose survival cannot be 
ascertained to a date that is within 60 
days before the fiducial date, must be 
considered as "lost to followup” for the 
purposes of this analysis.

e. Any patient transplanted between 
61 and 120 days before the fiducial date 
must be considered as “lost to followup” 
if he or she is not known to be dead and 
his or her survival has not been

ascertained for at least 60 days before 
the fiducial date. Any patient 
transplanted within 60 days before the 
fiducial date must be considered as “lost 
to followup” if he or she is not known to 
be dead and his or her survival has not 
been ascertained on the fiducial date.

f. A facility must submit its survival 
analyses using the assumption that each 
patient in the “lost to followup” 
category died 1 day after the last date of 
ascertained survival. However, a facility 
may submit additional analyses that 
reflect each patient in the “lost to 
followup” category as alive at the date 
of the last ascertained survival.

In addition to reporting actuarial 
survival rates, the facility must submit 
the following actual information on 
every Medicare and non-Medicare 
patient who received a liver transplant 
for one of the seven covered indications 
between January 1,1982 and the date of 
the application:

• Transplant number.
• Age.
• Sex.
• Date of transplant
• Clinical indication for transplant.
• Date of most recent ascertained 

survival.
• Date of death.
• The category of each patient (that 

is, living, dead, or “lost to followup” 
according to the criteria B.5.d or e 
above.

Unique patient identifiers are not 
needed for data prior to the application. 
The facility may submit additional 
information on any of the cases that it 
would like considered in the review.

Although we are not requiring that 
these data be submitted in a particular 
format, our review will be facilitated if 
the data are submitted as follows:

• Data are tabulated in seven 
columns, with data for each patient 
appearing as one line and listed in the 
sequence of date of transplant.

• The fiducial date should appear on 
each page.

• The transplant numbers listed may 
be existing liver transplant numbers 
used by the applicant facility. If so, the 
basis for any missing numbers should be 
explained.

• The tabulation should include no 
more than these required data. If more 
data are provided, they should be 
provided through additional tables or 
supplemental explanation.

g. In addition to the data above on the 
individual patient, the facility must 
submit its retransplantation rate per 
year for the last 2 years for all 
transplants.

6. M aintenance o f data. The facility 
must agree to maintain and, when
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requested, periodically submit data to 
HCFA, in standard format, about 
patients selected (including patient 
identifiers), protocols used, and short- 
and long-term outcome on all patients 
who undergo liver transplantation, not 
only those for whom payment under 
Medicare is sought. (Such data are 
necessary to provide a  data base for an 
ongoing assessment of liver 
transplantation and to ensure that 
approved facilities maintain appropriate 
patient selection criteria, adequate 
experience levels and satisfactory 
patient outcomes.) In addition, facilities 
must agree to notify HCFA immediately 
of any change related to the facility’s 
transplant program (including turnover 
of key staff members) that could affect 
the health or safety of patients selected 
for covered Medicare liver transplants 
or that would otherwise alter specific 
elements in their application. For 
example, a facility must report any 
significant decrease in its experience 
level or survival rates, the loss of key 
members of the transplant team, the 
transplantation of patients who do not 
meet the facility's patient selection 
criteria, or any other changes that could 
affect the performance of liver 
transplants at the facility. Changes from 
the terms of approval may lead to 
withdrawal of approval for Medicare 
coverage of liver transplants performed 
at the facility.

Facilities not approved for Medicare 
covered liver transplants are not 
required to maintain data in standard 
format. However, if these facilities apply 
for Medicare approval, they will be 
required to submit such data for all 
patients receiving a liver transplant. The 
facility must submit these data 
beginning 30 days after notification of 
the data requirements. We plan to issue 
instructions in the near future to all 
hospitals regarding the required data.

7. Organ procurem ent The facility 
must be a member of the Organ 
Procurement and Transplantation 
Network (OPTN) as a liver transplant 
center and abide by its approved rules. 
The OPTN is currently administered 
under a HHS contract by the United 
Network for Organ Sharing. However, to 
date, the Secretary has approved no 
rules binding upon Medicare and 
Medicaid participants. The facility must 
have an agreement with a designated 
organ procurement organization to 
obtain donor organs.

a. If a liver transplantation center uses 
the services of an outside organ 
procurement organization to obtain 
donor organs, it must have a written 
arrangement covering these services.
The liver transplantation program must

notify the Secretary in writing within 30 
days of terminating such arrangements.

b. “Organ procurement organization” 
is defined as an organization that has 
been designated by HCFA as an organ 
procurement organization and that 
meets the criteria in section 371(b) of the 
Public Health Service Act, 42 U.S.C. 
273(b). Such an agency performs or 
coordinates all of the following services:

(1) Retrieval of donated livers:
(2) Preservation of donated livers;
(3) Transportation of donated livers; 

and
(4) Maintenance of a system to locate 

prospective recipients for retrieved 
organs.

8. Laboratory services. The facility 
must make available, directly or under 
arrangements, laboratory services 
(including blood banking) to meet the 
needs of patients. Laboratory services 
are performed in a laboratory facility 
approved for participation in the 
Medicare program.

9. Billing. The facility must agree to 
submit claims to Medicare only for adult 
liver transplants performed on 
individuals who have been diagnosed as 
having one of the following conditions:

a. Primary biliary cirrhosis;
b. Primary sclerosing cholangitis;
c. Postnecrotic cirrhosis, hepatitis B 

surface antigen negative;
d. Alcoholic cirrhosis;
e. Alpha-1 antitrypsin deficiency 

disease;
f. Wilson’s disease; or
g. Primary hemochromatosis.

C. Process fo r Review and Approval o f 
Facilities

Facilities that wish to obtain liver 
transplantation coverage for their 
Medicare patients are required to submit 
an application and supply 
documentation showing their initial and 
ongoing compliance with each of the 
criteria. We will reexamine the use of 
the criteria in 3 years to verify its 
continuing appropriateness.

The approval of facilities will be 
based on a review of the materials 
submitted regarding their experience 
and expertise, as well as their 
commitment to the liver transplant 
program. We will conduct the reveiw 
with the aid and advice of non-Federal 
experts in relevant fields. Generally, the 
consultants will have the responsibility 
of reviewing applications at the request 
of HCFA, making recommendations to 
HCFA on a timely basis concerning 
qualified facilities, and supporting each 
recommendation with written 
documentation. Consensus of the 
consultants will not be required. The 
individual consultants will report to us 
on their findings with respect to

individual applications and will provide 
the basis for decisions as to the 
approval or disapproval of such 
applications.

In approving facilities, we will 
compare the facility’s submission 
against the criteria specified in this 
notice. The approval granted will be for 
a 3-year period and extensions of 
approval will require submission of a 
continuation application and will not be 
automatic.

In addition to reviewing applications, 
the individual expert consultants may 
propose specific changes to the coverage 
criteria, finally, in certain limited cases, 
exceptions to the strict criteria may be 
warranted if there is justification and if 
the facility ensures our objectives of 
safety and efficacy. Under no 
circumstances will exceptions be made 
for facilities whose transplant programs 
have been in existence for less than 2 
years. This means that the 2-year period 
begins on the first day a facility actually 
performs an adult human orthotopic 
liver transplant. Also, applications from 
consortia will not be approved. In these 
two cases, disapprovals will be made by 
HCFA and will not require prior reviews 
by the expert consultants. Additionally, 
exceptions will not be granted on the 
basis of geographic considerations.

D. Application Procedure
The application procedure is as 

follows:
1. An original and IQ copies of the 

application must be submitted on 8% by 
11 inch paper, signed by a person 
authorized to do so. The facility must be 
a participating hospital under Medicare 
and must specify its provider number, 
the name and title of its chief executive 
officer, and the name and telephone 
number of an individual we could 
contact should we have questions 
regarding the application,

2. Information and data must be 
clearly stated, well organized, and 
appropriately indexed to aid in review 
against the criteria specified in this 
notice. Each page must be numbered.

3. To the extent possible, the 
application should be organized into 
nine sections corresponding to each of 
the nine major criteria and addressing, 
in order, each of the sub-criteria 
identified.

4. The application should be mailed to 
the address below in a maimer which 
provides the facility with documentation 
that it was received by us. 
Administrator, Health Care Financing

Administration, c /o  Office of
Executive Operations, room 777, East
High Rise, 6325 Security Boulevard,
Baltimore, Maryland 212Q7.
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E. Guidelines fo r Patient Selection 
Criteria

Included in section V.B., Facility 
Requirements, is the requirement that 
facilities must have adequate patient 
selection criteria and an implementation 
plan for their application. Section V.A., 
Requirements for Coverage, also 
requires that facilities have patient 
selection criteria that they will follow in 
determining suitable candidates for liver 
transplants. Such criteria should include 
or be comparable to, but need not be 
limited to, the following:

1. Patient selection criteria must be 
based upon both a critical medical need 
for transplantation and a maximum 
likelihood of successful clinical 
outcome.

2. The patient must have end-stage 
liver disease with a life expectancy of 
less than 12 months and no medical or 
surgical alternatives to transplantation.

3. In the case of alcoholic cirrhosis, 
selection of a patient who needs a liver 
transplant should include evidence of 
sufficient social support to assure 
assistance in alcohol rehabilitation and 
in immunosuppressive therapy following 
the operation. Although the center 
should require abstinence at the time of 
the operation, we do not specify how 
long the patient should be abstinent 
prior to the operation. We believe the 
hospital and the transplant team should 
establish such guidelines. Facilities will 
be required to submit, as part of their 
application, the period of time they 
require for abstinence in patients with 
end-stage liver disease due to alcoholic 
cirrhosis.

4. The patient must not have the 
following:

a. Significant or advanced cardiac, 
pulmonary, renal, nervous system, or 
other systemic disease.

b. Systemic infection.
c. Presence of malignancies either 

hepatic, extrahepatic, or metastatic.
d. Acute severe hemodynamic 

compromise at the time of 
transplantation if accompanied by 
compromise or failure of one or more 
vital organs.

e. Active alcohol or drug abuse.
f. The need for prior transplantation of 

a second organ, such as lung, heart, or 
kidney, or marrow, if this represents the 
coexistence of significant disease.

g. A history of a behavior pattern or 
psychiatric illness considered likely to 
interfere significantly with compliance 
with a disciplined medical regimen 
(because a lifelong medical regimen is 
necessary, requiring multiple drugs 
several times a day, with serious 
consequences in the event of their 
interruption or excessive consumption).

5. Many other factors must be 
recognized with regard to an adverse 
outcome after liver transplantation. The 
manner and extent to which adverse 
risk is translated into contraindication 
varies. For example, presence of insulin- 
dependent diabetes mellitus may have 
to be considered in relation to 
transplantation because of possible 
adverse effects on outcome as well as 
complications related to chronic 
immunosuppressive therapy.

6. Plans for long-term adherence to a 
disciplined medical regimen must be 
feasible and realistic for the individual 
patient

These criteria take into consideration 
advances in the transplantation field 
and reflect discussions with experts in 
hepatology, infectious diseases, 
transplantation, surgery, and 
biostatistics, and other experts. We 
realize that the indicators to measure 
the safety and efficacy of liver 
transplantations will continue to evolve. 
Thus, the criteria may need to be 
updatéd periodically to recognize further 
developments in liver transplantation 
technology.

VL Regulatory Impact Analysas

A. Introduction
Executive Order 12291 (E .0 .12291) 

requires us to prepare and publish a 
regulatory impact analysis for any final 
notice that meets one of the E .0 .12291 
criteria for a “major rule“; that is, that 
will be likely to result in—

• An. annual effect on the economy of 
$100 million or more;

• A major increase in costs or prices 
for consumers, individual industries, 
Federal, State, or local government 
agencies, or geographic regions; or

• Significant adverse effects on 
competition, employment, investment, 
productivity, innovation, or on the 
ability of United States-based 
enterprises to compete with foreign- 
based enterprises in domestic or export 
markets.

We generally prepare a regulatory 
flexibility analysis that is consistent 
with the Regulatory Flexibility Act 
(RFA) (5 U.S.C. 601 through 612) unless 
the Secretary certifies that a final notice 
will not have a significant economic 
impact on a substantial number of small 
entities. For purposes of thè RFA, all 
facilities that consider themselves 
capable of performing liver transplants 
are treated as small entities. In this 
impact analysis, any reference to liver 
transplant/transplantation will mean 
liver transplantation in adults (age 18 or 
older). Liver transplantation to treat 
children (individuals under the age of 
18) with extrahepatic biliary atresia was

previously approved for Medicare 
coverage.

In addition, section 1102(b) of the Act 
requires the Secretary to prepare a 
regulatory impact analysis for any final 
notice that may have a significant 
impact on the operations of a 
substantial number of small rural 
hospitals. This analysis also must 
conform to the provisions of section 604 
of the RFA. For purposes of section 
1102(b) of the Act, we define a small 
rural hospitales a hospital that is 
located outside of a Metropolitan 
Statistical Area and has fewer than 50 
beds.

As stated in the initial impact 
analysis, this final notice is considered a 
major rule under E .0 .12291 criteria 
based on our cost projections for the 
next five fiscal years (FYs).
Additionally, this final notice will affect 
all facilities that consider themselves 
capable of performing liver transplants 
and may have an effect on the ability of 
those facilities to compete. We believe 
this final notice will not have a 
significant economic impact on a 
substantial number of small rural 
hospitals since it is unlikely that they 
will be performing liver transplants, 
However if there are any small rural 
hospitals performing liver transplants, 
they will be affected by this final notice 
in tiie same way as any other hospital. 
We have revised and amended certain 
provisions of the proposed notice in this 
final notice based on response to public 
comment. However, these revisions will 
not have a significant economic impact 
on beneficiaries or hospitals. All 
comments, even those concerning this 
regulatory impact analysis, have been 
addressed in the preamble. The 
following analysis, which, in 
combination with the other sections of 
this final notice, is intended to conform 
to the objectives of E .0 .12291; the RFA, 
and section 1102(b) of the Act.

B. Entities A ffected
In the initial impact analysis, we 

stated that the criteria that we have 
developed are essential to the 
maintenance of high standards of 
quality and the most successful 
outcomes. There are currently 73 liver 
transplant facilities in the United States 
according to information from the 
United Network for Organ Sharing. We 
estimate that the application of these 
criteria will result in the approval 
initially of about 10 of these facilities 
with a total of approximately 20 a year 
later. These estimates are being used 
primarily for the purpose of estimating 
the costs of covering liver transplants. 
We do not have any advance
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information on which fadilities will 
apply or meet the criteria. r>3

In the initial impact analysis, we 
estimated that there would be, at most, 
74 covered Medicare liver transplant 
cases for F Y 1990. Based upon the later 
effective date of March 8,1990, we now 
estimate 37 covered Medicare liver 
transplant cases for FY 1990. By 
contrast, the number of non-Medicare 
cases for the same period is expected to 
be over 1500 cases. Thus, Medicare’s 
share of the total liver transplant market 
for FY 1990 is expected to be only about
2,5 percent, rather than the 4.7 percent 
originally projected. However, by FY 
1994, we expect that 19 percent of all 
liver transplants will be Medicare 
covered. Initially, we estimate that 10 
hospitals out of the 73 hospitals 
currently performing liver transplants 
will meet the Medicare coverage 
criteria. However, by FY 1994, we 
expect that many, if not most, of the 
hospitals performing liver transplants 
will meet the criteria. A hospital that 
performs liver transplants but does not 
meet our Medicare coverage criteria 
could eventually be disadvantaged to 
the extent that the hospital performs 
liver transplants for Medicare , 
beneficiaries and to the extent that the 
hospital must compete with nearby 
hospitals that meet Medicare coverage 
criteria for liver transplants.

Consequently, this final notice could 
eventually provide those hospitals that 
meet the criteria for performing liver 
transplants with a significant amount of 
additional Medicare revenue. Also, 
these hospitals could use their status as 
Medicare liver transplant centers to 
enhance their prestige and standing as 
health care providers. This, in turn, 
could enable them to increase their 
overall market share of liver transplants 
at the expense of hospitals that also 
perform liver transplants but do not 
meet our criteria. Those facilities that do 
not meet the criteria may view this final 
notice as having a significant adverse 
effect on competition. It is important to 
emphasize, however, that since the 
market for liver transplants is 
constrained by the number of livers 
available for transplant, we do not 
believe that the criteria will in any way 
reduce the number of transplants.

Many facilities that have performed at 
least one liver transplant will not meet 
the levels of experience and success 
required under the facility criteria that 
we are proposing. However, some might 
be found to have acceptable clinical 
programs with an adequate prospect for 
successful outcomes. We encourage 
these facilities to apply when they have 
achieved that success. We expect that

Medicare Coverage of liver j  ̂
transplantation could prompt additional 
third party payers, including State 
Medicaid plans, to cover this procedure 
and create incentives for some facilities 
to establish liver transplant programs. 
However, third party payers that either 
already cover or will cover liver 
transplants are not required to adopt our 
coverage standards.

Nonetheless, should most or all third 
party payers eventually adopt our 
policy, it may, indeed, adversely affect 
those facilities that fail to meet the - 
criteria. Yet, we must point out that we 
have no authority to regulate coverage 
of liver transplants by private insurers 
or to limit any decision they may make 
to adopt policies similar to our own. If 
such a result were to occur, we believe it 
will merely reflect a general consensus 
that might have formed even if we had 
not addressed this issue.

Due to the sensitivity of these 
estimates and the uncertainty of actual 
outcomes, we view 010* estimates of the 
number of liver transplant cases and the 
number of hospitals that will meet 
Medicare coverage criteria as opinions, 
rather than estimates.

C. Impact on Beneficiaries
In the initial impact analysis, we 

pointed out that it is likely that few 
beneficiaries entitled to Medicare on the 
basis of age will be suitable liver 
transplant recipients because the 
advanced age of these beneficiaries will 
generally make them poor medical 
candidates for this procedure. 
Beneficiaries entitled to Medicare oh the 
basis of disability are required by law to 
serve a 24-month waiting period in 
addition to the 5 months they must have 
been disabled prior to entitlement to 
disability cash benefits. We recognize 
that the need for liver transplantation 
among some of those disabled by liver 
disease may arise earlier than the 
twenty-nine months that they must Wait 
until they are entitled to Medicare.

We believe that the criteria we are 
implementing are the most effective 
means available to ensure that the liver 
transplants that are made available to 
Medicare beneficiaries are provided in a 
safe and effective manner so that they 
can be considered to be reasonable and 
necessary within the meaning of the 
law. Although we have made some 
changes to the criteria in response to 
public comments, we recognize that the 
criteria are still fairly restrictive. 
Beneficiaries may have to travel long 
distances from their homes and have to 
incur travel expenses in order to receive 
a liver transplant at a Medicare 
approved facility, However, we believe 
this approach is justified, considering

both our concerns for patient safety and 
the success rates that are currently 
achievable with this modality. 
Furthermore, we believe the benefit of 
affording beneficiaries the opportunity 
of undergoing this type of procedure 
with a very reasonable assurance of a 
successful outcome must be weighed 
against the possibility of somewhat 
higher personal expenses. In any event, 
we do riot believe that the criteria will 
have an effect on the number of liver 
transplants performed.

D. Projected Expenditures Under 
M edicare

In the initial impact analysis, we 
discussed in some detail the difficulties 
of estimating the cost of covering liver 
transplants. The major problem was in 
estimating the availability of donor 
organs over the next few years. Our 
projected estimates were based on 
coverage becoming effective February 1, 
1990. We made assumptions about the 
total number of liver transplants 
performed nationwide and the future 
rate of increase of the number of 
transplants performed at approved 
facilities. We assumed that the number 
of transplants would go up with the 
number of facilities, but the rate of 
increase would level off due to 
competition for suitable recipients and 
donor organs.

The only change we are making in our 
final cost projection is to reflect the 
March 8,1990 effective date for liver 
transplant coverage. As a result, we are 
lowering the Medicare cost estimate for 
FY 1990 to $5 million. The following 
table presents estimates in the growth of 
Medicare expenditures for coverage of 
liver transplants through FY 1994.

Again, due to the sensitivity of these 
assumptions and the uncertainty of 
actual outcomes, we view our projection 
of expenditure increases as an opinion, 
rather than an estimate.

Pr o je c t ed  E x pen d itu r es  fo r  Medi
c a r e  Co verage o f  Liver T rans
plants

[In Millions] *

Fiscal year

1990 1991 1992 1993 1994

$5 $25 $55 $85 $120

* Rounded to nearest $5 million.

JS. Projected Savings Under M edicaid
In the initial impact analysis, we 

recognized that changes in Medicare 
coverage of liver transplants would 
affect Medicaid. Presently 35 States and
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the District of Columbia cover liver 
transplants. Medicare coverage of liver 
transplants will mean that if the 
transplant qualifies for Medicare 
coverage, these States will only be 
required to pay the coinsurance and 
deductible for the transplant. There are 
no changes in the Medicaid savings 
projected for this final notice. In F Y 1990 
and 1991, we estimate the total 
Medicaid savings to be considerably 
less than $5 million. However, by FY 
1992, we expect to see a noticeable 
increase in Medicaid savings because 
the number of approved Medicare liver 
transplant facilities and transplant 
operations is expected to increase 
substantially.

Pr o je c t ed  S avings in Medicaid Liver 
T ransplant E xpen d itu res

[In Millions] *

Fiscal year

1990 1991 1992 1993 1994

0 0 $5 $5 $5

* Rounded to nearest $5 minion

F. Alternatives Considered
In the initial impact analysis, we 

considered the alternative of allowing 
all Medicare participating hospitals to 
establish transplant programs without 
additional facility criteria, although the 
patient selection criteria would have to 
be used. We continue to reject this 
alternative because it would permit 
uncontrolled proliferation of transplant 
facilities, raising all the concomitant 
questions about the quality of services, 
given the limited availability of donor 
organs and experienced teams. Further, 
because the procedure would have been

spread among a larger number of 
facilities, it would be likely that the 
average experience level would be 
lower and would probably result in 
lower success and survival rates among 
recipients. Our responsibilities for the 
well-being of Medicare beneficiaries 
and for the prudent expenditure of 
Medicare trust funds dictate that we 
pursue a cautious policy with respect to 
a procedure as complex as liver 
transplantation.
G. Conclusion

We believe that the conditions set 
forth in this final notice will maintain 
the quality of the services required by 
this complex procedure, permit 
transplantation only at facilities and 
under conditions which have been 
shown to be safe and effective, and 
allow entry of new qualified providers. 
Although the criteria for experience, 
survival rates and facility commitment 
are somewhat demanding, we believe 
this approach is justified, particularly in 
view of the typical relationship between 
experience and quality of service.

VO. Waiver of 30-Day Delay in Effective 
Date

In the proposed notice published on 
March 8,1990, we proposed to permit 
coverage of adult liver transplants as 
early as the date of publication of the 
proposed notice (that is, March 8,1990). 
If a facility applies within 90 days of the 
date of publication of this notice and is 
accepted on the basis of that 
application, coverage may be effective 
as early as March 8,1990 (the date of the 
proposed notice) or the date upon which 
the facility is found to have met the 
conditions, whichever occurred later. 
Coverage for liver transplants performed 
at a facility applying after the 90-day

timeframe will begin on the date we 
approve its application. _

VIII. Paperwork Burden

This notice contains information 
collection requirements that are subject 
to the Office of Management and Budget 
approval under the Paperwork 
Reduction Act of 1980 (44 U.S.C. 3501 et 
seq.). Specifically, facilities that wish to 
obtain approval for Medicare coverage 
of liver transplantation are required to 
submit an application and 
documentation pertinent to liver 
transplantations. Public reporting 
burden for this collection of information 
is expected to be 100 hours.

A notice will be published in the 
Federal Register after approval is 
obtained. Organizations and individuals 
desiring to submit comments on the 
information collection requirements 
should direct them to the Office of 
Information and Regulatory Affairs, 
room 3002, New Executive Office 
Building, Washington, DC 20503, 
Attention: Allison Herron, HCFA Desk 
Officer.
(Catalog of Federal Domestic Assistance 
Program No. 93.773, Medicare-Hospital 
Insurance Program)
Authority: Sec. 1102,1862(a)(1) and 1871 of 
the Social Security Act (42 U.S.C. 1302, 
1395y(a)(l) and 1395hh).

Dated: January 14,1991.
Gail Wilensky,
Administrator, Health Care Financing 
Administration.

Approved: March 26,1991.
Louis W. Sullivan,
Secretary,
[FR Doc. 91-8608 Filed 4-11-91; 8:45 am)
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